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Federal Food and Drug Laws -—— 
Leaders Who Achieved Their Enactment and Enforcement 


THIS IS THE FIRST IN A SERIES OF HISTORICAL DISCUSSIONS 
OF FOOD AND DRUG LAW DEVELOPMENT. IT IS MAINLY 
ABOUT THE WORK OF DR. HARVEY W. WILEY AND INCLUDES 
ILLUSTRATIVE INCIDENTS AND ANECDOTES ABOUT HIM... 


BY FRED B. LINTON* 


R. HARVEY W. WILEY was a zealous advocate of a plain, 

) simple diet of pure and wholesome food. Among his friends 

he was known as a connoisseur of delectable viands. When he 

dined with friends where the food and drink satisfied his discriminating 

taste, he consumed them in quantities commensurate with his body weight 
of over 200 pounds. 

“To hear Dr. Wiley discourse on diet is an inspiration,” said a 
friend. ‘To see him eat an eight course dinner is an exaltation.” 

After partaking with gusto of all the food and drink served at a 
banquet in his honor at the height of his fame, he was introduced by 
the Toastmaster as the “star” of the occasion. Dr. Wiley arose and 
replied: “Mr. Toastmaster, I am not a star. It would be more appropriate 
to liken me to the moon, for the fuller I am the brighter I shine.” 





Dr. Wiley was a dynamo of energy. His eyes gleamed with keen 
intelligence. His personality radiated geniality with dignity. With 





* Formerly Assistant to the Commissioner 
of Food and Drugs. 
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him, as with Lincoln, humor was a lubricant to reduce the friction that 
otherwise would have worn him out. I have seen men go into his 
office with anger blazing from their eyes, and come out smiling at 
some humorous remark that flowed spontaneously from Wiley’s lips. 
Smiling—even when they had lost the argument! 


On a hot and humid July morning in the year 1902, I reported to 
Dr. Wiley at his office in a red brick building in Washington then 
occupied by the Bureau of Chemistry, United States Department of 
Agriculture. Dr. Wiley was Chief of that bureau. At that time, he 
was known only to chemists, to the food industries, and to Federal 
and state food officials. It was later that the general public came to 
know him so well and so favorably. At this our first meeting, I learned 
that, by a stroke of good fortune and the rules of the Civil Service 
Commission, I was to work under his personal direction. 


Plans To Test Preservatives 


In our first interview, Dr. Wiley outlined his plans to begin an 
experiment to determine the effects on human beings of certain chemicals 
then in common use to preserve various processed foods. Such an in- 
vestigation had been authorized recently by Congress. He planned to 
assemble a group of 12 young men and feed them a normal diet to 
which he would add the chemical preservative under study. Volunteers 
were to be called for, after clear explanation of just what was involved. 
Added to some small risk to health, the volunteers would be required 
to adhere to a fixed diet and to be under rigid disciplinary control 
during the experimental periods. Then, too, there would be irritating 
details, since urine and feces must be collected each day for laboratory 
examination. 


“There has been too much argument about the effect of chemical 
preservatives on health,’ Dr. Wiley said. “I propose to find out by 
scientific experimentation what is the truth about a question of such 
vital concern to the consumers of the nation. Some day we will have a 
law.”” Little did Dr. Wiley realize then what bitter controversies would 
follow the publication of his results. Even had he realized it, he would 
not have been deterred from his purpose. Rather, he, then being 57 
years of age and at the peak of his mental and physical vigor, would 
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have been all the more eager to enter the fray. He loved a fight. He 
was at his best in a controversy, a fact his opponents later learned with 
grief. 

For 20 years Wiley had served as Chief Chemist of the Depart- 
ment of Agriculture. He began with two or three laboratory assistants 
and a secretary working in a single basement room in the first building 
erected for the Department of Agriculture. Later, when his staff had 
increased to 15 or 20, a chemistry division was organized in a separate 
building, and, in 1901, it was organized as the Bureau of Chemistry. 
When I entered one year later, there was a staff of 40. For a long 
time, beginning in the year 1883, Dr. Wiley had been studying food 
adulteration and testing in the laboratory with other members of his 
chemical staff a great variety of foods. They had not only accumulated 
extensive data on the composition of foods and of their adulterants, but 
had developed and improved methods of analysis that enabled other 
chemists to study food adulteration. 

The results of the analytical work had been published from time 
to time in a series of government bulletins of limited circulation revealing 
to chemists that many of the foods then on the market were adulterated, 
some grossly so. Many of the facts were presented in technical terms 
with chemical symbols significant only to chemists, to whom these reports 
were of great interest. But they aroused little public interest. 


Poison Squad Publicity 


Within three months from my first interview with Dr. Wiley, he had 
the experimental table in operation. Twelve healthy young men from 
among the laboratory assistants in the Bureau of Chemistry and from 
medical students at Georgetown Medical College were selected from a 
larger number of volunteers. Almost overnight the young men selected 
became as a group the best known “guinea pigs” ever used for experi- 
mental purposes. They were dubbed ‘Poison Squad” by a bright re- 
porter, and that designation stuck not only during the five years the 
experiments continued, but even to this day. The experiment appealed 
at once to the public imagination. 

Front page headlines almost daily told of such features of the 
experiment as an enterprising and resourceful reporter could draw from 
the reticent staff, or the less reticent poison squad, or conjure up with 
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his vivid imagination. The extent and the exaggeration of the publicity 
alarmed James Wilson, Secretary of Agriculture. After a few days of it, 
the Secretary called Dr. Wiley to his office and ordered it stopped. ‘I 
didn't start it, Mr. Secretary,’ replied Dr. Wiley. ‘I will stop it if I 
can.’ He tried, but did not succeed. The Secretary saw that it con- 
tinued in even more exaggerated and sensational terms and suspected 
that Wiley was only half trying to stop it. Later, he accused Wiley of 
anticipating the results of his researches in the newspapers before he 
found them in the laboratory. 

Dr. Wiley could not stop it because one persistent reporter, with a 
nose for news and confidence in his ability to find it, refused to be 
squelched. Watchmen were instructed to keep him out of the building. 
The next morning | found him in an alley back of the building inter- 
viewing the cook through the open top of a basement kitchen window. 
At other times, he lay in wait outside of the building to buttonhole 
any one of the poison squad he might meet and persuade him to 
drop a hint. A hint was all he needed for a two column story. 

His stories were widely published throughout the nation. Having 
noticed the healthily colored pink cheeks the young men had acquired 
by walking briskly to breakfast on a frosty morning, the reporter wrote 
that Dr. Wiley had discovered that borax, when fed to men, gave them 
a most beautiful pink complexion. Following the publication of that 
story, innumerable letters were received by Dr. Wiley from women in 
all parts of the country, and from a few men, asking how the borax 
should be taken in order to produce such a desirable cosmetic effect. 


Soon after, they were calling Dr. Wiley “Old Borax.” 


Reaction to Press Stories 


It became apparent that so much newspaper publicity having little 
basis in fact could bring only discredit upon a scientific investigation that 
Dr. Wiley considered the most important of his life. Especially among 
scientists would such publicity bring unfavorable reactions. Nor would 
it heal the rift already developing between Dr. Wiley and the Secretary 
of Agriculture. Some food concerns that were using chemical preserva- 
tives protested to members of Congress, to the Secretary of Agriculture, 
and to President Theodore Roosevelt, demanding that Dr. Wiley dis- 
continue his experiments. 
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Dr. Wiley called in the reporter who had written the stories and 
asked him to wait until the work reached the stage when actual results 
could be announced. 


“And when will that be?” asked the reporter. 


“That I cannot say,” replied Dr. Wiley. “It will take at least a 
year to complete the first experiment, compile the vast amount of data, 
and arrive at conclusions.” 


To the reporter a year was a long time. The appetite of the public 
was keen for news about the poison squad. The press was eager to 
satisfy that appetite. The reporter was a prolific writer and desired 
to work the field as long as it was so profitable. He listened respectfully 
to Dr. Wiley, but insisted that it was the duty of the press to report 
any governmental operation of concern to the public. He must do 
his duty. 


After that, for a while, Dr. Wiley shunned newspaper men. Later 
it was suggested to him that since stories of either fact or fiction about 
the experimental table would be published regardless of anything he 
could do, he should take the reporters into his confidence, give them 
for publication such facts as could be released, and trust them to respect 
his wishes not to publish prematurely other material before it was ready 
for release. Dr. Wiley adopted the suggestion with happy results for 
himself, for the press, and for the public. 


Need For Law Becomes Apparent 


That many of the foods and drugs on the market were misbranded 
and adulterated, some dangerously so, had been clearly established by 
1906, in a series of hearings before committees of Congress. Dr. Wiley 
presented the results of his extensive studies on food adulteration. His 
wit and humor, his wide knowledge and tenacious memory, his superb 
self-possession, his facility of speech, all contributed to his effectiveness 


as a witness before committees of Congress. 


He took the leading part in marshalling other witnesses in support 
of the pure food bills. Various state officials, physicians, and repre- 
sentatives of the American Medical Association, the American Public 
Health Association, the Patrons of Husbandry, the American Federa- 
tion of Labor, the Federated Women's Clubs, and the Consumers 
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League appeared before committees of Congress or sent resolutions in 
support of a pure food and drug law. 


Popular support of the measure had been increasing rapidly since 
the publication by Dr. Wiley of certain of the “poison squad’ experi- 
ments that, by 1906, had been completed. Few people understood the 
technical features of those experiments, but the press had made it clear 
to all that Dr. Wiley had reached the conclusion that chemical preserva- 
tives, other than those having condimental properties, were generally 
unnecessary in food, were injurious to health beyond question when 
used in large quantities, and might be injurious even in small quantities. 
Furthermore, if their use were permitted indiscriminately in foods, con- 
sumers could not know, Dr. Wiley contended, whether they were eating 
large or small quantities at any given time. 

Dr. Wiley admitted that, in some conditions where perishable foods 
were to be shipped or stored with factors favorable to spoilage, the 
limited use of preservatives might be the lesser of two evils. Under 
such conditions, he did not oppose the use of chemical preservatives in 
limited quantities, provided the labels of such foods carried a clear 
statement of the amount or percentage of the preservative present. 


Thus, consumers became aware of the dangers inherent in the 
rapidly increasing practice of food adulteration. The reporter, who had 
written interesting though inaccurate and exaggerated stories about Dr. 
Wiley’s experiments with chemical preservatives and their effects on 
the “poison squad,” had been a factor in awakening the people to a 
realization of the dangers in adulterated food and of the need for a 
pure food law. Indeed, sensational press stories were more effective 
in arousing the public than were the more convincing scientific facts 
which proved the dangers and revealed the need for Federal legislation 
only to those who would study and understand them. 


Magazine writers, too, turned to the subjects of adulterated food 
and fraudulent medicines to inform the public with factual material and, 
in a more serious vein, of the dangers that threatened the health 
and the well being of all the people. A series of articles on the evils 
of patent medicine was published in the Ladies Home Journal by Edward 
W. Bok. Samuel Hopkins Adams had written some stirring articles for 


Collier's Weekly. 
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Leaders of vision in the food industries came to see that an effective 
food law, by requiring those who brought discredit on the entire in- 
dustry to reform their practices and produce only pure, wholesome, 
truthfully labeled foods, would be advantageous to the entire trade. 
Thus, competition with debased products would be eliminated, and con- 
fidence of consumers in the purity of commercial foods restored. 


Many of the leaders at first opposed the enactment of any Federal 
food law on the theory that the less Federal regulation they had the 
better. In the meantime, the proposed law had been modified in several 
particulars which made it more satisfactory to the food industries. Much 
of the opposition had vanished by 1906, and many leaders supported 
the measure in the Fifty-ninth Congress. 


The Government Acts To Protect Consumers 


President Theodore Roosevelt, on December 5, 1905, in his mes- 
sage to Congress included the following recommendation: 

I recommend that a law be enacted to regulate interstate commerce in misbranded 
and adulterated foods, drinks, and drugs. Such law would protect legitimate manu- 
facture and commerce, and would tend to secure the health and welfare of the con- 
suming public. Traffic in foodstuffs which have been debased or adulterated so as 
to injure health or to deceive purchasers should be forbidden. 

Consumers now converted to the cause flooded the offices of Con- 
gressmen and Senators with letters, telegrams, long distance telephone 
calls, personal visits, petitions, and resolutions, increasing in intensity 
as the day for voting approached, until the tidal wave of public opinion 
generated a pressure that was irresistible. Victory was in sight for 
a measure that had been kicked about from House to Senate and from 
Senate to House for more than 20 years. 

The proposed law would be one of the earliest steps taken by 
the Federal government in the exercise of its constitutional power to 
regulate interstate and foreign commerce for the specific purpose of 
protecting consumers. Other acts had been passed under the commerce 
provisions of the constitution, but their purpose had been chiefly to 
regulate transportation rates, prevent unfair competition, and the like, 
rather than to provide police protection for the people. Any benefits 
that accrued to the public from the previous acts, and such benefits 
did accrue, were incidental to their main purpose to promote commerce 


and industry. 
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The opponents of the Food and Drugs Act made much of this 
point in the debate in the Senate. Senator Bailey of Texas contended 
that the proposed act was clearly unconstitutional since it was not an 
attempt in good faith to regulate commerce between the states under 
any proper definition of that term. It was an attempt, he said, ‘‘to 
protect the people of the several states against deceptions in trade and 
against deleterious articles of food and drink.’ It was, in his opinion, 
“only an exercise of the police power and therefore not within the power 
of the Federal Government.” 


Senator McCumber of North Dakota, an advocate of the measure, 
said in reply: “The proposition of the Senator from Texas is simply 
that under the constitution we can regulate commerce, but we cannot 
regulate commerce for the very purpose of protecting the people of the 
several states against fraud and imposition by the manufacturers of 
other states.” 


“One of the prime objects in reference to the power of Congress 
over interstate commerce,” continued Senator McCumber, “‘is to protect 
the people—not only to protect their pocket books, but to protect their 
lives.” At a later date, the Supreme Court expressed the same opinion. 


When the measure came to a final vote in the Senate, only four 
votes were recorded against it. The opposing votes were cast by four 
Senators who stood out to the last against this popular measure because 
of their conviction that it involved an invasion of the rights of the states. 


In the House, the fight for the act was led by James R. Mann, a 
prodigious worker, a shrewd parliamentarian, and a debater of excep- 
tional effectiveness. Whether the leaders of the Senate in the first 
session of the Fifty-ninth Congress, in permitting the measure to come 
to a vote in February, expected history to repeat itself and the act to 
be sidetracked in the House as on previous occasions, may never be 
known. If they did have any such expectation, their hopes were dashed 
when it became apparent that Representative Mann had been convinced 
by Dr. Wiley and others that the bill should become a law, and that he 
would urge its passage in the House. 

Many members of the House who had been lukewarm in their 


support of, and some who had been opposed to, any pure food and 
drug legislation, were now eager to be publicly recorded in favor of it. 
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The Original Food Standards Committee 


This picture, taken in about 1906, shows left to right: Weber (Ohio), Scoville 
(Kentucky), Wiley (U. S.), Frear (Pennsylvania) and Jenkins (Connecticut). 
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The vote in the House on June 23, 1906, was 241 for the act and 17 
against it. One week later, on June 30, President Theodore Roosevelt 
signed the act. 

The law became effective on January 1, 1907, 24 years after Dr. 
Wiley entered the Federal service and began his laboratory studies 
of food adulteration. The Bureau of Chemistry of which Dr. Wiley 
was chief, operating under the Secretary of Agriculture, James Wilson, 
was charged with the enforcement of the act. 


Now we had a Pure Food and Drug Law. Could it be enforced? 


Plans for Enforcement 


Dr. Wiley plunged into the work of enforcement with the zeal and 
enthusiasm that had characterized his crusade for its enactment. Pro- 
tecting consumers from chemical preservatives and other adulterants in 
food that he considered dangerous to health was his first objective. 
“Let the label tell the truth,” was his second aim. 


Two big jobs had to be done well and at once. First, regulations 
had to be formulated to guide all those in the vast food and drug in- 
dustries who would voluntarily bring their products and their labels 
into compliance with the law. Second, an organization had to be set 
up and staffed to enforce the penalties of the act on those who would 
not willingly comply. 

Wiley gave to Dr. W. D. Bigelow, his first assistant, the task of 
selecting and organizing a staff, but insisted that he, himself, select a 
chief inspector. ““We must get the right man for that job,”’ he said. 
Bigelow recommended the man who had the highest civil service rating. 
Wiley looked him over, was not impressed with his qualifications for 
leadership, and said, “No.” Wiley named a young man from Ken- 
tucky. The man selected had graduated from the University of Ken- 
tucky, had completed a law course in Louisville, had been admitted to the 
bar, and for a time had aided the state of Kentucky in its enforcement 
of the state pure food law. Dr. Wiley later found that this selection 
was one of the wisest of his entire public career. The man he named 
was Walter G. Campbell, who later became Federal Commissioner of 
Food and Drugs. 

On the formulation of regulations, Dr. Wiley concentrated his at- 
tention. The act placed responsibility for regulations as finally adopted 
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on the Secretaries of Agriculture, Commerce, and Treasury. Cabinet 
officers have many duties and must detail most of them to members of 
their staffs. The Secretary of Agriculture designated Dr. Wiley. The 
Secretary of the Treasury selected Mr. James L. Gerry, Commissioner 
of Customs. The Secretary of Commerce named Mr. S. N. D. North, 
who was then Chief of the Bureau of the Census. The three acted as a 
commission, with Dr. Wiley as chairman. 


Regulations Arouse Controversies 


Regulations, as formulated and recommended by the commission, 
were adopted by the three cabinet officers on October 17, 1906. In no 
essential respect did they conflict with Dr. Wiley's conception of the 
purpose of the law. Following publication of the regulations, Food 
Inspection Decisions, giving the Department's opinion of the application 
of the law and the regulations to specific foods or drugs, were issued 
by the Secretary of Agriculture. The early decisions issued before April 
1907, usually in answer to inquiries from the trade, were based upon 
Dr. Wiley’s recommendations. 


A small minority in the food and drug industries fought with great 
vigor Dr. Wiley’s interpretation of the law as revealed by the regula- 
tions, published decisions, and informal opinions expressed orally or 
in letters in answer to specific inquiries. Those who fought included 
mainly, but not exclusively, processors who used chemical preservatives 
in foods, distillers engaged in “rectifying” whiskey, and manufacturers 
of patent or proprietary medicines. 


Not content to confine their fight to the courts, some antagonists 
attacked Dr. Wiley personally. To leading members of Congress, to 
cabinet members, and to the President, were carried whispered rumors 
that Dr. Wiley stood to be rewarded handsomely by certain whiskey 
interests if his interpretation of the law as it applied to the labeling of 
a mixture of neutral spirits and straight whiskey should prevail. His 
reputation remained untarnished against this form of attack. 


His enemies then changed their tactics and directed their under- 
cover thrusts towards his competency as a scientist. “Maybe he is 
honest,” they said, “but he is so prejudiced against chemical preserva- 
tives in food and against rectified whiskey that he cannot make fair 
decisions.” The zeal and intensity with which Dr. Wiley, when working 
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so effectively for the passage of the pure food act, had asserted his 
very positive convictions on these controversial questions rendered him 
more vulnerable to this line of attack. Some scientists of standing did 
not agree with all of his conclusions from the ‘‘poison squad” experi- 
ments. 


Differences Develop in the Department 


Soon after the enforcement work got under way in 1907, it became 
apparent that differences of opinion on how the law should be enforced 
were developing within the Department of Agriculture. The Secretary 
of Agriculture at first depended upon Dr. Wiley to furnish the facts 
as a basis for any decisions he was required to make under the act, 
and upon George P. McCabe, the Solicitor of the Department, for legal 
advice. 


Mr. McCabe had worked up to the position of Solicitor from a job 
as law clerk in the fiscal office. He was young, capable, ambitious, and 
aggressive. The Secretary, then in his seventies, had confidence in 
McCabe's ability. He accepted his advice on many departmental matters 
not involving legal questions. McCabe was eager to exercise all the 
power the Secretary would confer upon him. In the use of it, he was 
loyal to what he believed was to the best interest of the Secretary. 


Dr. Wiley sought to enforce the law in the interest of consumers, 
regardless of legal technicalities which he, not being a lawyer, con- 
sidered trivial. When a member of his staff pointed out to him that an 
action he proposed was not authorized by law, Dr. Wiley exclaimed, 
“We must read it into the law!’ Mr. McCabe, on the other hand, was 
unwilling to advise the Secretary to take any action that did not come 
within the letter of the law as he interpreted it. Heated arguments and 
bitter controversies developed between the two. 


The aged Secretary of Agriculture was bewildered by conflicting 
advice both from within and from without the department. Being neither 
a lawyer nor a food expert, he was unable to reach independent con- 
clusions. Some questions he was called upon to decide were loaded 
with political dynamite. That the Secretary was an astute politician as 
well as an able Secretary of Agriculture is attested by the fact that he 
served as a cabinet officer for 16 years under three presidents, longer 
than any other cabinet officer before or since. It was as a politician 
that he attempted to temporize with the dilemma that confronted him. 
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One morning in April, 1907, the Secretary, tall, erect, and bearded, 
stopped in Dr. Wiley’s office in the Bureau of Chemistry, introduced a 
young man who accompanied him, and dropped a bombshell in the form 
of a startling announcement. Dr. F. L. Dunlap, an instructor in chemistry 
at the University of Michigan, who was the man introduced, had been 
appointed as an Associate Chief of the Bureau of Chemistry, and was 
to report directly to the Secretary, not to Dr. Wiley. He was, in fact, to 
have coordinate authority with Dr. Wiley, and was to serve as Acting 
Chief of the Bureau whenever Dr. Wiley might be absent from the city. 
Nor was that all! 


Secretary Wilson further announced that he was creating a Board 
of Food and Drug Inspection to administer the act. The board was 
to consist of George P. McCabe, Dr. F. L. Dunlap, and Dr. Wiley, who 
was designated as chairman. All of the functions heretofore performed 
by Dr. Wiley in administering the pure food and drug law would here- 
after be exercised by the newly created board. The Secretary would 
approve, henceforth, only such decisions and court actions as were 
recommended by a majority vote of this three man board. 


Wiley’s Authority Curtailed 


Many of the cases that came before the board for decision were 
clear cut violations of the pure food and drug law. These, as a rule, 
were sent to prosecution by unanimous vote. Other cases were border- 
line, and, on many of these. Dr. Wiley was frequently in the minority, 
the other two members of the board voting against his recommendation 
for action. A few cases which Dr. Wiley considered of vital concern 
to the health of consumers, and upon which thousands of dollars had 
been spent to develop the evidence, were dropped in spite of Dr. Wiley’s 
protest. 


Differences of opinion within the board on the formulation of 
decisions applying the law to specific products also resulted in divided 
votes, with Dr. Wiley usually in the minority. Three of the questions 
that aroused the bitterest controversies both within and without the 
board were: “What is whiskey?” ‘To what extent may chemical preser- 
vatives be permitted in foods?’ “How label foods made in whole or in 


part from glucose?” 
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Still another board was appointed to review Wiley’'s findings on the 
harmfulness of chemical preservatives in food. The members of the 
board were eminent scientists on the staffs of various universities. Dr. 


Ira Remsen, President of Johns Hopkins University, was named chairman. 


The board's function was to advise the Secretary of Agriculture on such 
questions as he referred to it. He asked the board to study the effect 
on health of certain of the chemical preservatives which Dr. Wiley had 
pronounced harmful. after extensive experiments. Pending reports by 
the Remsen Referee Board, the Secretary would permit no action under 
the pure food act to prevent the use of such chemical preservatives in 
foods. 


Dr. Wiley's authority to make decisions had been transferred to the 
two boards created for the purpose. Nominally, he was Chief of the 
Bureau of Chemistry and Chairman of the Board of Food and Drug 
Inspection, but he had little more authority to enforce the pure food law 
than the man in the street. 


Waiting For Wiley To Resign 


Wiley’s opponents, both within and without the Department of 
Agriculture, expected him to resign after the appointment of the Remsen 
Referee Board. Disappointed then, they were jubilant when, a year 
later, the Remsen Referee Board reported that sodium benzoate when 
used in food as a chemical preservative was not injurious to health in 
small quantities, or in large quantities up to four grams per day. Of the 
effects of large amounts, the Remsen Referee Board added: “In some 
directions there were slight modifications in certain physiological proc- 
esses, the exact significance of which modifications is not known.” 


Following the report of the board, the Secretaries of the Treasury, 
of Commerce, and of Agriculture issued a regulation permitting the use 
of sodium benzoate in food in any amount, “‘provided that each con- 
tainer or package of such food is plainly labeled to show the presence 
and the amount of benzoate of soda.” 


Notwithstanding the eminence of the members of the Remsen 
Referee Board, thousands of consumers throughout the nation, who ac- 
cepted Dr. Wiley's conclusion that sodium benzoate was injurious, re- 
fused to eat catsup or other foods when labeled as “preserved with 
1/10th of one percent of sodium benzoate.” 
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Though Wiley’'s policies were rejected, no other policies were car- * 
ried out consistently, indeed none could be applied effectively under the 
organization then existing. Wiley pondered the problem. The pub- 
lishers of Good Housekeeping offered him an editorial position. Could 
he clear up the muddle by accepting the position and telling the facts 
to the public? For a week he held the magazine contract on his desk 
unsigned, while he considered whether it were better to fight within or 
without the department. Then, suddenly, his colleagues in the depart- 
ment solved the problem for him. 


On a Saturday morning in July 1911, a messenger delivered to my 
desk a bulky envelope from the Secretary of Agriculture addressed to 
Dr. Wiley and marked ‘personal.’ On that weekend, Dr. Wiley had 
gone to his Virginia farm near Bluemont, about 60 miles from Washing- 
ton, among the foot hills of the Blue Ridge mountains. There, he could, 
for the time, forget board bickerings, commercial controversies, depart- 
mental politics, and feelings of frustration, while he renewed his physical 
and spiritual energies among the apple trees, the oaks, and the cooling 
breezes of his country home. 


Dr. Wiley had authorized me to open all communications, whether 
marked confidential, personal, or otherwise, arriving at the office during 
his absence. The envelope contained letters from President Taft and 
Secretary James Wilson, a recommendation by Attorney General George 
W. Wickersham, and the report of a hearing held some three months 
before by the Committee on Personnel of the Department of Agriculture. 
On that committee were George P. McCabe, Solicitor and member of 
the Board of Food and Drug Inspection, C. C. Clarke, Chief Clerk, 
and W. M. Hays, Assistant Secretary—all of the Department of Agri- 
culture. The report of the Committee on Personnel was based upon a 
letter by Dr. F. L. Dunlap, Associate Chief of the Bureau of Chemistry 
and member of the Board of Food and Drug Inspection. 


Wiley Asked To Resign 


I was amazed as I hastily read the enclosures to learn that the 
Committee on Personnel had recommended to Secretary Wilson that 
Dr. Wiley and his first assistant, Dr. Bigelow, be given the opportunity 
to resign, that Dr. L. F. Kebler, Chief of the Drug Division, be reduced 
from his Chiefship, and that Dr. H. H. Rusby, a pharmacognosist, be 
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. dismissed from the service. All were on the scientific staff of the Bureau 
of Chemistry. What were the reasons stated for such drastic action? 
Not that the Remsen Referee Board had overruled Dr. Wiley on the 
effects of sodium benzoate, not that Wiley and his staff had been too 
zealous in trying to enforce the Food and Drugs Act, and certainly not 
that some commercial interests were bringing pressure. to bear to have 
Dr. Wiley and certain members of his staff fired. The chief reason stated, 
I learned from the reports, was an alleged irregularity in the appoint- 
ment and employment of Dr. H. H. Rusby. 


Dr. Rusby, Dean of Pharmacy at Columbia University, had been 
employed by the Bureau of Chemistry to assist on a part time basis 
in controlling the quality and purity of medicinal plants imported from 
foreign countries, and to serve as an expert witness in court cases in- 
volving adulterated drugs. He worked for the government a few hours 
each week as his services were required. He worked and was paid 
on exactly the same basis as were members of the Remsen Referee 
Board. I had found out how they were employed and paid by the 
Department of Agriculture, and had suggested to Dr. Wiley that Rusby 
be appointed on the same basis. 


Dr. Wiley, in good faith, had recommended that Rusby be ap- 
pointed on an annual salary basis, and on February 16, 1911, the 
Secretary of Agriculture had approved the appointment at $1600 per 
annum. For this small amount, the government obtained the services 
of an expert specialist for such time each year as he was needed. 


Shortly after the appointment of Rusby had been made, Dr. F. L. 
Dunlap had obtained from the file room all the correspondence between 
Drs. Rusby, Bigelow, and Kebler regarding the new appointment for 
Rusby and the work he was to do, and had transmitted it all to the 
Secretary of Agriculture, who in turn referred the correspondence to 
the Committee on Personnel. 


That committee had called before it Wiley, Bigelow, Kebler, and 
Rusby on April 20, and questioned each of them separately about the 
matter. During the intervening two and one-half months, nothing fur- 
ther had been heard by Dr. Wiley from the committee or the Secretary, 
so we assumed the matter had been explained to their satisfaction and 
dropped. 
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Grave Charges Revealed 


I now learned from the documents delivered to my desk that the 
Committee on Personnel, after the hearing on April 20, had recom- 
mended to the Secretary of Agriculture that he rid the Department of 
Wiley, Bigelow, and Rusby and demote Kebler. The Secretary had re- 
ferred the recommendation of the committee to President Taft, who in 
turn had referred it to the Attorney General. That official, on May 13, 
1911, had advised the President that the agreement regarding Rusby’s 
employment “certainly merits condign punishment, and because of the 
facts set forth | recommend the approval by you of the recommendation 
of the committee on personnel.” 


President Taft had taken no action to carry out the advice of his 
Attorney General for nearly two months. Then, on July 7, he wrote 
to the Secretary of Agriculture requesting him to submit to the officers 
in question the recommendation of the Attorney General “so that they 
may make a final answer to the charges formulated and passed on by 
him.” In transmitting the papers to Dr. Wiley, the Secretary wrote, 
“I direct you to file your answer with me at your earliest convenience.” 
Similar letters were sent to Bigelow, Kebler, and Rusby. 

The gravity of the charges disclosed by the President was at once 
apparent. They had to be placed in Dr. Wiley’s hands as soon as 
possible. Dr. Bigelow and I held a hurried conference. He boarded a 
train for Bluemont that afternoon. 

On Monday morning, I arrived at the office an hour before opening 
time and found Dr. Wiley already at work at his desk. When I asked 
what I could do to help with his defense, he replied: “We need no 
defense. I am planning an attack.” 


On Thursday morning next, the New York Times published a 
front page story about the Rusby matter, the charges against Wiley 
and his staff, the letters of the Committee on Personnel, the Attorney 
General, the President, the Secretary of Agriculture, and a reply by 
Dr. Rusby to the charges as they applied to himself. How the Times 
got possession of all the papers was never explained. No other morning 
paper had the story. 

By noon, most of the leading Washington correspondents had 
flocked into Dr. Wiley’s office. They found him serene and smiling. 
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He was ready for the fight of his life and enjoying it. Throughout the 
nation, headlines in the afternoon and evening papers shouted in a 
hundred different ways: FiriInc Pure Foop CHAMPION— WILEY RE- 
FUSES TO RESIGN. 


By the next day, the entire nation, it seemed, was aroused. Tele- 
grams, telephone calls, letters, and post cards began to pour into Wiley’'s 
office from every state in the union. Hundreds of visitors, including 
many members of Congress, called during the next few days to assure 
him of their confidence and support. Editorials in many newspapers 
attributed the scheme to get rid of Wiley and his assistants to adultera- 
tors of food and drugs. 


Washington correspondents quickly perceived how technical and 
flimsy were the charges. Later, a group of them took an unprecedented 
action regarding the Wiley charges. They prepared, signed and sent 
to President Taft a letter of advice, saying, in substance, that if the 
President had any regard for his political future he should uphold 
Dr. Wiley. 


Committee of Congress Investigates 


Representative Moss of Indiana, Wiley’s native state, was Chair- 
man of the House Committee on Expenditures in the Department of 
Agriculture. Since the charges against Wiley and his assistants alleged 
illegal payment of salary to Rusby, the committee had the right and 
the duty to investigate. The committee dug deeply into the organization 
of the Department of Agriculture and the administrative set-up that 
had neatly manacled Dr. Wiley, and was costing taxpayers thousands 
of dollars annually to develop evidence of alleged violations of the 
pure food and drug law in cases which were never prosecuted. 


The Committee on Expenditures held public hearings extending 
from July 28 through August 22, 1911. Volumes of records of the 
Bureau of Chemistry were made available to the committee. These 
records revealed many cases in which Wiley had recommended court 
actions to correct what he considered violations of the pure food law, 
but which were put in permanent abeyance by the Department. The 
press covered the hearings and daily reported the high-lights of each 
session. As the story of Dr. Wiley’s conflicts with the other members 
of the Board of Food and Drug Inspection, with the Remsen Referee 
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Board, with the Solicitor of the Department, and with the Secretary - 
of Agriculture unfolded from day to day, public indignation was aroused 
to a high pitch. That food and drug adulterators fought Dr. Wiley 
was generally known, but that he and his co-workers in the Depart- 
ment were fighting among themselves was now made known to the 
public for the first time. It was front page news. 


With crystal clearness it was brought out at the hearings that, 
regardless of who was right and who was wrong on the controversial 
questions involved, the pure food and drugs act was not being effectively 
enforced, and could not be so enforced without a reorganization of the 
responsible agency. Obviously, there were two sides to many of the 
legal and technical questions on which experts honestly disagreed. 
But even many of those who believed that Dr. Wiley's zeal as a 
crusader had led him into extreme positions were disgusted at the 
tactics used to remove him. For a time, there was danger that the 
public indignation aroused by the treatment accorded Dr. Wiley per- 
sonally might obscure the greater issue of whether or not the pure food 
law was to be effectively enforced. 


President Exonerates Wiley 


Shortly after the close of the hearings, President Taft completely 
exonerated Dr. Wiley and Dr. Rusby. He hinted that he would re- 
organize the Department of Agriculture. Among other statements, he 
said: ‘“The broader issues raised by the investigation which have a much 
weightier relation than this one to the general efficiency of the de- 
partment, may require much more radical action than the question I 
have here considered and decided.” 


Those who expected immediate radical changes in the organization 
for enforcing the pure food law following the vindication of Dr. Wiley 
were disappointed. Months passed with only minor changes in the 
law enforcement machinery. After the public excitement aroused by the 
committee hearings had subsided, Dr. Wiley found he had little more 
authority than he had before. Mr. McCabe withdrew from the Board 
of Food and Drug Inspection, but retained his position as Solicitor with 
authority to decide which cases should or should not be prosecuted. No 
change took place for a time in Dunlap's duties. 
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So long as Dr. Wiley retained his position under the Secretary 
of Agriculture, he could not, with propriety, criticise him publicly for 
retaining the Board of Food and Drug Inspection and the Remsen 
Referee Board. These boards could still overrule any decision he 
might make. He concluded that, by resigning from the department, 
he could do more for the cause than by remaining with his hands tied. 


He had other reasons for resigning. Recently, at the age of 67, 
he had married Miss Anna Kelton. His official salary would not sup- 
port her in the way he desired. Good Housekeeping again offered him 
an editorial position with an attractive salary, which he decided to 
accept. A lecture bureau persuaded him to sign a contract to deliver 
a series of lectures. In March 1912, a few months after his vindica- 
tion, he resigned. 


Later in that same year, Candidate Woodrow Wilson promised 
that if he were elected President of the United States he would abolish 
both the Board of Food and Drug Inspection and the Remsen Referee 
Board. Wiley aided the Wilson campaign in a speaking tour through 
Indiana and in other states. After Wilson was elected and before he 
was inaugurated, both McCabe and Dunlap resigned from the govern- 
ment service. James Wilson went out of office on March 4, 1913, with 
the Taft administration. A few months later, the Remsen Referee Board 
was permitted to resign. 


Dr. Wiley’s successor would have a free hand to enforce the law. 
How would he succeed? [The End] 


U.S. P. CONVENTION IN MAY, 1950 


The 1950 decennial meeting of the United 
States Pharmacopoeial Convention will be held 
at the Hotel Statler in Washington, D. C., on 
May 9 and 10, 1950, with a pre-convention con- 
ference on May 8. Bodies entitled to representa- 
tion are invited to appoint not exceeding three 
delgates and three alternates to the meeting. 
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The Food Law Institute 


THE FOOD LAW HAS A VITAL SIGNIFICANCE TO OUR PEOPLE AND 
A FUNDAMENTAL PLACE IN OUR JURISPRUDENCE; AND IT MAY BE 
RANKED AS THE COMMERCIAL LAW OF GREATEST SOCIAL AND ECO- 
NOMIC IMPORTANCE ..... . . BY CHARLES WESLEY DUNN* 





recently established by executives of the food industry and 

organized under the laws of New York State. It is a wholly 
public organization, dedicated to public service exclusively; and its 
officers receive no compensation. It has a membership of food and 
related manufacturers, who finance it; they do so on a continuing basis, 
to secure its future; and a minimum annual income of $50,000 is planned. 
It has the usual officers, a governing board of trustees and a lawyers’ 
advisory committee. The trustees are representatives of its members 
and the public at large; whereas the advisory committee includes counsel 
for its members and lawyers in public service. 


r VHE FOOD LAW INSTITUTE is a non-profit corporation, 


Food Law 


As its name indicates, the Institute deals with the food law. But 
the term “food law" is here used to mean both this law and its associ- 
ated laws, of which the drug law is foremost. That construction is 
required by the fact that the food and drug law is inherently a common 
one, to protect the consuming public; it has been extended to reach 
other articles, notably cosmetics; but it remains primarily a food law, 
in character. This law regulates commerce in its products. It is his- 
torically an old law, which dates back to the English Magna Carta 
of 1215. It is physically a vast law of Federal, state and municipal 
statutes, regulations and decisions; and its major part is the Federal 
Food, Drug, and Cosmetic Act of 1938, administered by a Food and 
Drug Administration directed by a Commissioner of Food and Drugs. 
It is basically an essential health law, to prevent the consumption of 





* An explanatory statement by the Presi- ceremony in New York, on November 16, 
dent of the Institute at the announcement 1949. 
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harmful articles; and it is also an economic law, to enjoin trade deceit. 
It accomplishes these purposes by forbidding the adulteration, mis- 
branding, or false advertisement of its products and by controlling 
otherwise their production and sale in many ways. Familiar examples 
of this control are the meat inspection, milk regulation, food sanitation 
and weights and measures laws; also the biologic, poison, narcotic and 
pharmacy laws. Moreover, in its modern rise this law has also become 
a basic nutrition law, to fortify the dietary value of indispensable food; 
further, it has become a basic medical law, to assure the safety and 
efficacy of new drugs; and still further, it has become a basic agricul- 
tural law, to prevent a toxic pesticide contamination of fruits and vege- 
tables. For these reasons the food law has a vital significance to 
our people and a fundamental place in our jurisprudence; and it may 
be ranked as the commercial law of greatest social and economic impor- 
tance in the land. This because it governs the largest industry, which 
is the food industry; it regulates the two most valuable consumer prod- 
ucts, which are food and drugs; and it is the commercial law of first 
concern to public health. Hence, its constructive development is a 
matter of profound national interest. The force of that comment is 
disclosed by saying that this law is ever on an evolutionary march 
toward its protective goal, for it must satisfy the advancing needs of 
the consuming public; and it must also keep pace with the constant 
progress in the science of food and drug production. Thus it may be 
said that, in the long view, the major Federal act is now only at the 
threshold of its regulatory career. 


Objective of the Institute 


This background statement on the food law introduces the objec- 
tive of the Institute, since it is designed to play a new role in the con- 
structive development of this law—the role of stimulating basic 
instruction and research therein at university schools of law, on a post- 
graduate level for the purposes next defined. In doing so the Institute 
is undertaking pioneer action, because no law school has heretofore 
provided such instruction and research in this law; and it has only 
received incidental attention to a limited extent, if at all, in a general 
course. The explanation of this situation is that the food law is a 
highly specialized one; that it attained a national maturity only in the 
last decade; and it then awaited a beginning in its due law school 
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consideration. Therefore, the Institute is inaugurating the latest 
advance in specialized legal education, which has the importance of 
its law; and it is one that will bring the law schools closer to our people, 
by developing the law closest to their daily life. We should add that 
the Committee on Food, Drug and Cosmetic Law in the American Bar 
Association recommended what the Institute proposes, at its 1948 meet- 
ing in Seattle. It should also be added that the United States Food 
and Drug Administration strongly approves the Institute's objective 
and is actively cooperating in its implementing program. We should 
go on to say that the Institute will also promote an appropriate consid- 
eration of the food law by other university schools interested in it, such 
as the graduate schools of public health, medicine and business. As to 
the pharmacy schools, they have long instructed in the drug law. More- 
over, the Institute will take other indicated and available action, to 
accomplish its objective. 


Purpose of Law School Instruction 


The purpose of law school instruction in the food law is manifest. 
It is, broadly, to give the legal profession a proper understanding of 
this law and its importance; and, specifically, to teach this law and train 
legal experts in it, for public and private service. From the standpoint 
of public service the lawyers receiving this training may join govern- 
ment agencies administering or enforcing the food law; or they may 
become advisers to public organizations dealing with it; or they may 
teach it in law and other interested schools. From the standpoint of 
private service they may engage in a specialized practice of the food 
law; or they may handle it in general law firms; or they may bécome 
associated with the legal staffs of the food and other regulated indus- 
tries. They will be further valuable to such industries, because the 
Institute’s program involves their additional training in other trade regu- 
lation laws. The public and industrial value of legal experts in the 
food law is clear. The potential need for these experts is relatively 
large and growing; the Institute's program can only progressively 
satisfy it, at best; and, in any event, a training in the food law is 
basically valuable, in its general educational conception. That need 
is indicated, for example, by the size of the regulated industries and 
their increasing requirement of experts in the laws governing them; by 
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the steady expansion in the administration of the major Federal act, 
which is becoming the most popular one in Congress; by the lack of 
lawyers acquainted with the enforcement of this act, in the offices of 
United States Attorneys; and by the dearth of competent food law 
teachers, who must be developed as a class. As the situation now 
stands, lawyers learn the food law only after law school graduation, 
by the slow and limited process of specific case experience; and conse- 
quently an advance training in it has still another purpose, which is 
a basic one. This purpose is to develop constructive leaders in the 
food law, who are well grounded in its fundamental philosophy and 
true relation to our democratic institutions; who approach it from the 
standpoint of its birth in a great charter of human liberty; and who 
deal with it on the basis of its essential social and constructive indus- 
trial character. Both the consuming public and the regulated industries 
will increasingly need such enlightened and sound leaders in this law, 
as it expands and thus ever becomes more influential; and that statement 
invites an important comment. The highest function of our law schools 
is to develop legal statesmen for public service, who can authoritatively 
aid in guiding our country along the difficult road of a right gov- 
ernment progress. 


Purpose of Law School Research 


Likewise, the purpose of law school research in the food law is 
manifest. It is, broadly, to provide basic knowledge of this law, for 
constructive use; and, specifically, to publish guiding compilations and 
studies of it. Research in this law is required, for example, by the 
fact that the major Federal act is largely drawn in general definitions 
which call for infinite exploration; and its value is emphasized by the 
great practical need for such compilations and studies. The magnitude 
of this need is indicated by the following averment. The research 
publications on the food law are now few and initial. We need a refer- 
ence bibliography of this law. We need annotated compilations of the 
Federal food law. We need similar compilations of the state food law. 
We need analogous compilations of the foreign food law. We need 
authoritative studies of the principal questions and problems, created 
by our food law, in general and particular. We need historical studies 
of the evolution and making of this law. We need a standard text 
book on it, for university teaching. We need a new manual on the 
food products liability law. All these needs have a relatively funda- 
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mental importance; and the Institute will undertake to satisfy them 
progressively. But it can satisfy these needs through law school coop- 
eration, only to a limited extent; and they must otherwise be satisfied 
through outside experts in the food law. Furthermore, a due comple- 
tion of such publications on this law is a long-range, slow, and expensive 
task; and the Institute's ability to achieve it is dependent on the means 
to do so. But the Institute can promise this much: it will seek the 
necessary means; and it will aim to build a broad research library on 
the food law, as fast as the circumstances permit—a library which 
clearly has a large public and industrial value. 


Program of the Institute 


Having thus explained the objective of the Institute, we come to 
its program. This program, of course, is to accomplish that objective, 
for the purposes stated; and it is divided into three parts. For the 
first part, the Institute arranged with the New York University School 
of Law to establish a postgraduate plan of instruction and research 
in the food law, underwritten by it. It has made a grant reaching 
$35,000, to finance this plan for the current academic year; and this 
support will be continued, in an indicated amount mutually determined 
each year. That law school was selected for three (among other) 
reasons. They are, first, it is located in a central food law area; sec- 
ondly, it has a notable postgraduate and research record; and, thirdly, 
it has the largest enrollment of graduate students. This enrollment 
exceeds 600, which is estimated to equal (if not to surpass) the total 
number of such students in all other accredited law schools combined. 
Moreover, that school is now building an outstanding law center on 
Washington Square, which is an ideal home for this plan. It has been 
operating since September 27 last; and, consequently, that law school 
has the distinction of launching the first plan on the food law, among 
the law schools in our country. Before explaining how this plan is 
organized and has worked, we should describe the two remaining parts 
of the Institute's program. The second part consists of action to have 
additional university law and other interested schools cooperate in this 
program, on a desired basis and with integrated aid by the Institute; 
and, needless to add, every law school cooperate in it with complete 
academic freedom. While this action has just started, it already has 
made important progress; for the deans of three law schools have 
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approved their cooperation. They are the schools in the Universities 
of California, Minnesota, and Washington; and it has been agreed that 
the Institute will first provide them with introductory lectures on the 
food law, in 1950. Furthermore, the deans of other law schools have 
expressed interest in this program. In addition, the Dean of the Harvard 
Graduate School of Business Administration has approved an early 
introductory lecture on this law to its students. As to the third part of 
the Institute’s program, it presently consists of action to publish basic 
research studies on the food law, by leading experts in it. This action 
likewise has just started; but we can report that negotiations are now 
under way for the publication of the initial studies. 


New York University Plan 


We have now to say a final word on the working of the original 
food law plan by the New York University School of Law. This plan 
is directed by a professor and an assistant professor of law; and it 
has temporary seminar and office quarters in the bar association house, 
at 42 West 44th Street. Three steps were taken to organize it. The 
first step was to organize a key class of qualified graduate students, 
on a fellowship basis; and their number is small for expense and other 
reasons. This class includes six graduates from different law schools, 
in various sections of the country. They are required to take pre- 
scribed instruction and research courses in the food law and also sup- 
porting courses in other trade regulation laws. Each is a candidate 
for the degree of Master of Laws; most will also seek the higher 
degree of Doctor of Juridical Science; and all will subsequently teach 
or practice the food law. They are a mature group of earnest students, 
who take pride in their pioneer academic standing in this law. The 
second step was to organize two instruction courses in this law, open 
to general registration. The first is an advanced course in the major 
Federal act; and the second is a seminar on dominating food law 
problems and indicated related matters. The policy of these courses 
is to provide a basic instruction in the most important subjects of the 
food law, by the best experts in it. Hence, a group of such experts 
was invited to cooperate in this instruction, as a public service, and 
on the basis of an integrated curriculum. This group includes high 
officers and the principal attorney of the United States Food and Drug 
Administration, the food law officer of the United States Department 
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of Justice, leading practitioners in the food law, and counsel for promi- 
nent food manufacturers; and it also includes the food law adviser 
to the Canadian Government. The third step was to organize food 
law research by the fellowship students for the publication of annotated 
compilations of this law edited by an expert in it. This research has 
just started and, consequently, we can say no more about it. But 
we can say that the instruction courses are proving to be a success, 
measured by the applicable standards. In the first place, the food law 
is thus being taught on the highest authoritative level; and the students 
are learning its governing principles and facts. In the second place, 
these courses have secured the highest voluntary registration of all the 
graduate courses in that law school, except one; and this observation 
has the significance that it is the largest graduate law school. The 
over-all registration is thirty-eight, including the six fellowship stu- 
dents; the additional students graduated from law schools throughout 
the country; and they are mostly lawyers in the food industry and 
private practice. That registration demonstrates the appeal of this 
instruction in the food law and also its value. In the third place, the 
students taking these courses have caught the vision of their ideal; 
and they approach them with a close enthusiastic interest. It should 
be noted here that the instruction of these graduate students, who are 
seriously eager to learn the food law, is a challenging and stimulating 
experience to those who provide it; and they are increasingly led to 
believe in it. 


Intrinsic Value of the Program 


That comment ends this introductory statement of the Institute's 
program; and it only remains to add the following conclusion. While 
this program has the importance of an historical advance in specialized 
legal education, its intrinsic value is found in the resulting public benefit. 
It is the fundamental benefit of constructively developing the commercial 
law of greatest concern to our people and public health, by making it 
better known and used, by promoting a due solution of its major prob- 
lems, by furthering its right evolutionary progress, and by generally 
building it into an instrument of the best industrial and public service. 
Furthermore, this program also has the intrinsic value of a partnership 
between the government, universities and industry, in an undertaking 
for the general welfare that is an ideal expression of our free institutions. 


[The End] 
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Against Added Chemicals in Foods 


SHOULD THE FOOD, DRUG, AND COSMETIC ACT BE AMENDED TO 
PROVIDE AN ADVANCE CONTROL OF CHEMICAL INSECTICIDES 
AND FUNGICIDES FOR USE ON GROWING FRUITS AND VEGETABLES? 


afforded by the present provisions of the Federal Food, Drug, 

and Cosmetic Act as it relates to added chemicals in foods. As 
to the legal aspects, it will suffice to say here that the Act bans the 
addition of any poisonous or deleterious substance which is unnecessary, 
and provides for the setting of safe tolerances for those poisonous or 
deleterious chemicals which, through stern necessity, must be tolerated 
in our streamlined civilization. 


M: TOPIC, as I interpret it, is the protection to consumer health 


This sounds as deceptively simple as the celebrated instructions 
for making a beautiful statue: ‘““Take a block of marble and knock off 
all you don’t want.’” The two jokers in the deck are of course: “What 
is a poison?” and ‘““What constitutes necessity?"”» You would be amazed 
at some of the arguments which are still advanced by a small minority 
of the proponents of this or that chemical. The opening gambit fre- 
quently is that someone has taken a capsule or two of the chemical and 
found that it never hurt him a bit; or perhaps it will be asserted that 
brief studies have been made on experimental animals “with no deaths 
or evidence of injury." Another argument is that the substance appears 
naturally in some plant or other, or that it has been used successfully 
as a drug, “and so on far into the night.’ Now it is obvious that all 
such arguments constitute wishful thinking. But, we have learned 
the hard way that such comfortable rationalizations and specious anal- 
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ogies can be extremely hazardous. In earlier papers,’ I have given two 
examples where a wrong guess led to tragic results: over 100 deaths 
in one case, and several hundred persons with permanent leg paralysis 
in the other. Mention also was made of three other occurrences where 
we were able to avert potentially tragic results by a fortunate combina- 
tion of circumstances. 


It is not necessary to recite the details of these episodes here. They 
are given at considerable length in the references cited, and some of 
them received forceful comment by Commissioner Dunbar in his recent 
address before the American Bar Association in St. Louis.2 The mur- 
derer in the elixir of sulfanilimide episode was, as you know, diethylene 
glycol, which a young chemist thought would make an ideal solvent 
for this magical drug. He did not take the trouble to conduct any 
toxicity tests or to consult the literature, otherwise he would have known 
better. This tragedy in 1937, more than any other single occurrence, 
brought about the passage of the New Drug Section of the present 
Act. No longer is such a thing likely to happen on drugs: each new 
drug must be subjected to searching tests, weighing its benefits against 
its risks, before going into general distribution to the public. This pro- 
vision has worked excellently, and violations have been few and, in the 





* Presented before the meeting of the October 1946; 1 Food Drug Cosmetic Law 
American Public Health Association, in Quarterly (1946) 442. 
New York City, October 25, 1949. 24 Food Drug Cosmetic Law Quarterly 
1 Quarterly Bulletin, Association of Food (1949) 296. 
and Drug Officials of the United States, 
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main, not serious. But, let me return to diethylene glycol. Even after 
the tragedy, we found that some manufacturers were selling, and certain 
segments of the food industry were using, the chemical in foods. It 
was reported as ‘‘ideal”’ for household extracts. It saved more expensive 
alcohol and glycerin, and was said to keep flavors from baking out of 
cakes or freezing out of ice cream. I suppose they reasoned, ‘‘sure it’s 
poison, but such small amounts can’t hurt anybody”; the old familiar 
rationalization again. The Administration hunted down over 100 ship- 
ments of this chemical and an equal number of extracts containing it. 
Later on, our Division of Pharmacology was able to show that even 
minute amounts of diethylene glycol, or its first cousin ethylene glycol, 
fed to rats over practically their entire life span produced characteristic 
lesions, notably kidney and bladder stones and bladder tumors. 


Now I do not want to imply that all manufacturers of chemicals 
are equally unmindful of the responsibility which the present Act places 
on them for being sure their products carry no threat to health before 
they sell them to food manufacturers. The great majority have taken 
to heart what our Division of Pharmacology has had to say about the 
necessary steps to establish the harmlessness of a chemical. 


Several years ago that Division published a brief paper* on the 
subject, which was abstracted in my two previous publications dealing 
with chemicals in foods. I have just learned that there is in print 
a much more comprehensive outline* entitled “Procedures for the 
Appraisal of the Toxicity of Chemicals in Foods,” in which six special- 
ists of the Division discuss the various aspects of the subject in all of 
their complex relationships. 


For acute toxicity studies, at least three species of animals (one 
a non-rodent) are recommended. Precautions in translating the LD.,, 
(oral dose that will kill half of a group of animals) into human terms 
are discussed at length. The value of intravenous toxicity studies in 
throwing light on just where and how the chemical acts on the animal 
is pointed out. This section ends with the significant advice: “Where 
adequate knowledge of similarities between man and the test animal 
is not available, it is safest to assume that man is at least as sensitive 
as the most sensitive species of animal tested.” 





’ Woodard and Calvery, Industrial Medi- *4 Food Drug Cosmetic Law Quart rly 
cine, January 1943. (1949) 412. 
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For sub-acute studies, ‘‘pilot experiments’ on rats and dogs are 
outlined, with a discussion of proper dosage levels, what observations 
to make, and the like. These studies point the way to the crucial 
chronic (long time) experiments. At least two species are recommended 
for these: rats for full life-time studies, and dogs or monkeys for at 
least one year. The different observations to be made are outlined, 
including reproduction studies on rats extending through three genera- 
tions. The technique of paired feeding experiments is also discussed. 
Two quotations are of interest: “Numerous studies in this laboratory 
have shown that small dosages of substances may not produce toxic 
symptoms until well toward the end of the lifetime of the rat. Some 
examples have been liver tumors from small doses of selenium and of 
thiourea, neurofibromas on the ears of rats fed ergot, and marked 
emaciation and partial paralysis in rats fed diets containing a rancid 
fat.’ The final sentence is: “‘A substance proposed for use in foods 
should show no chronic toxicity to animals in an amount equivalent 
to 100 times the amount which is proposed for use in the total human 
diet, that is, a safety factor of at least 100 should be present.” 


There is a section dealing in detail with the gross and microscopic 
pathology of organs and tissues; also one outlining the method of deter- 
mining whether certain chemicals, such as the many new food-packaging 
materials, are capable of producing ‘“‘sensitizing reactions’ on the skin. 


Another section deals with the fundamental importance of a thor- 
ough knowledge of the chemical and physical properties of the sub- 


stance under study. 


A related section stresses the need of a sensitive method of detec- 
tion to facilitate biochemical studies such as absorption, distribution, 
and excretion of the chemical; and detoxifying mechanisms of the 
animal. Other biochemical studies covered include functional tests on 
various organs, and the effect of the chemical on body enzymes. 


Because some are prone to push the analogy between drugs and 
food chemicals too far, let me finally quote from Dr. Lehman's 


introduction: 


As a general rule, drugs are administered for short periods of time so that 
the duration of the toxicological insult to the body is limited. Even though 
a medicament may possess undesirable side effects, these usually are outweighed 
by the therapeutic actions, and the use of the drug can be justified on this basis. 
On the other hand, when a chemical is added to foods, its ingestion literally is forced 
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upon the individual, and this may continue throughout his lifetime. Under these 
circumstances, the approach to the appraisal of its safety for use is somewhat different 
from that for a drug. More emphasis must be placed on the development of chronic 
effects rather than on acute and subacute effects as is the case with drugs. 

If this brief and inadequate outline of a very important paper should 
stimulate you to read it in its entirety, it will have served its 
intended purpose. 


The courts are, of course, the forum where the question of the 
toxicity of any particular substance ultimately will be decided. I believe 
that it is a symptom of the recent trend of thought in responsible quar- 
ters that a Federal jury recently decided in less than half an hour that 
mineral oil in salad dressing was deleterious, on a showing that it robbed 
the system of fat soluble vitamins. This is indeed a far cry from the 
ancient doctrine: “If it doesn’t kill you, it isn't a poison.” Now, it is 
true, as I have said, that a great many chemical manufacturers have 
elected to travel the long and difficult road laid out by our Division 
of Pharmacology, before they sell their product to food manufacturers. 
Their cooperation has been close and most gratifying. It is true. also, 
that certain chemicals are above reproach, not only as to their whole- 
someness, but also as to their real usefulness as food ingredients. Indeed, 
several of these have been recognized in our identity standards on proof 
that they are harmless, and do not violate other provisions of the Act 
against general skullduggery. 


But, it is equally true that it probably would take the lifetime of 
all the pharmacologists in the country to make adequate toxicity tests 
of the hundreds of chemicals that have been proposed to effect real or 
fancied improvements in such food characteristics as color, texture, 
keeping quality, and the like. One would be naive indeed to believe 
that a// manufacturers and food technologists will follow these dicta when 
there is a strong temptation to do a little wishful thinking. The situa- 
tion calls for genuine concern about the future, but not for alarm or 
hysteria about the present. We know of no specific threat of acute 


poisoning nor of grave impairment of health from added chemicals. We 


have never said there were hundreds of poisonous chemicals and syn- 
thetics in use; what we did say was that hundreds had been proposed 
for use, and that there were a great many of these about whose harmless- 
ness one must bring in the Scotch verdict of ‘‘not proven.” 
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The American Medical Association has expressed the concern of 
physicians about the present chaotic situation in no uncertain terms.° 
So has the food industry, and especially the manufacturers of baby 
foods. Mr. Charles Wesley Dunn, General Counsel of the Grocery 
Manufacturers of America, Inc., had this to say at the spring meeting 
of the American Chemical Society in Chicago, April 19, 1948: ° 


‘ 


The first question is whether this Acc .!:>!d be amended to provide 
an advance control of chemical insecticides and fungicides for use on growing fruits 
and vegetables, to make sure that they will not render such foods unfit or dangerous 
for consumption. There is a precedent for that control in the “new drug” and 
“drug pretesting” sections of this Act, which have proven to be basically satisfactory; 
and the facts may be said to require it. For there has been a fundamental advance 
in the development of such insecticides and fungicides, since the war; they have 
been more or less marketed, I am informed, without first appropriately determining 
their ultimate food effect; and there was a recent example of that situation, which 
caused grave concern to both the government and canners. 

Since that time, there has been a demand from other quarters for 
legislation broad enough to include not only insecticides, but all chem- 
icals that are added to food. After all, in the case of the insecticides 
and their allies, there is now a pretty general consensus that practically 
all of them are poisonous within the meaning of the Act, and it may 
be conceded further that some of them are necessary on certain crops. 
In such cases, the alternative to added poisons may be no food crop 


at all, and that is about the sternest necessity one can imagine. 


As you know, two substantially identical resolutions recently have 
been introduced in Congress, one by Congressman Keefe of Wisconsin 
(H. R. 207) and one by Congressman Sabath of Illinois (H. R. 323). 
Both call for the appointment of a committee to investigate and study: 


(1) the nature, extent, and effect of the use of chemicals, compounds, and 
synthetics in the production, processing, preparation, and packaging of food prod- 
ucts to determine the effect of the use of such chemicals, compounds, and synthetics 
(a) upon the health and welfare of the Nation and (b) upon the stability and 
well-being of our agricultural economy; 

(2) the nature, extent, and effect of the use of pesticides and insecticides with 
respect to food and food products, particularly the effect of such use of pesticides 
and insecticides upon the health and welfare of the consumer by reason of toxic 
residues remaining on such food and food products as a result of such use; 

. - * 

The committee shall report to the House . . . the results of its investigation 
and study, together with such recommendations for legislation as it may deem advisable. 





5’ Journal of the American Medical As- *3 Food Drug Cosmetic Law Quarterly 
sociation, August 28, 1948; 3 Food Drug (1948) 166. 
Cosmetic Law Quarterly (1948) 561; 4 Food 
Drug Cosmetic Law Quarterly (1949) 85. 
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The current thought being given to a “new chemical’’ amendment 
to the Act suggests that such legislation is bound to come sooner or 
later, and decidedly sooner if another outbreak like those mentioned 
should occur. I might add that our medical profession is far more alert 
to the possibilities of such an outbreak, and far better equipped to spot 
it, than was the case a few years ago. 


Probably, no public official voluntarily would ask for such an 
amendment, with the grave responsibility that its enforcement would 
entail. However, Commissioner Dunbar has indicated that he will sup- 
port such legislation when it is introduced, and I think the enforcement 
of the New Drug Section is a good index of the sort of job the Admin- 
istration would do if the law is amended. Certainly, some agency must 
be made responsible for erecting a barrier between ‘‘proposed chemicals”’ 
and our food supply that is so high that only the white sheep can 
jump over it. 

Let us turn now to that class of chemicals, the insecticides and 
their allies, with some of which we obviously must learn how to live. 
As Commissioner Dunbar said at the meeting of the National Agricul- 
tural Chemicals Association last May: * 

To begin with, let me state a few fundamentals. (1) The Food and Drug 
Administration recognizes that the use of insecticides is necessary both to bring many 
agricultural food crops to maturity in a condition suitable for human consumption 
and to protect many foods against insect depredations during manufacturing operations 
and storage. (2) By and large insecticides are poisons. If they were not poisonous 
they would be of no value as insecticides. Their toxicity varies only in degree. 
(3) The terms of the Federal Food, Drug, and Cosmetic Act do not preclude the 
use of insecticides, but they do make provisions to guarantee that when they must 
be used consumer safety shall be assured. 

Perhaps his second point is not yet universally conceded, but there 
are far fewer wishful thinkers than there were a few years ago. Seldom 
do we hear the old argument that the use of DDT to delouse combat 
troops “with no apparent ill effects’’ establishes for all time the harmless 
character of this valuable insecticide. We know a lot more about DDT 
now than we did then. For example, Dr. Lehman, Chief of our Division 
of Pharmacology, has shown that experimental rats fed rations contain- 
ing very small amounts of DDT, amounts of but one part per million 
or thereabouts, will in the course of time, and well before the end of a 
normal rat lifetime, store DDT in the fat, and with five parts per million 





414 Food Drug Cosmetic Law Quarterly 
(1949) 233. 
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will develop liver damage that is minimal but characteristic; that female 
dogs exposed to cumulative effects of DDT secrete DDT in the milk; 
further, that mother rats fed 50 parts per million, or more, in their diet 
produce smaller weanling rats and fewer survivals to a litter than 
control animals. 

Other work by the United States Bureau of Entomology and Plant 
Quarantine, by various state experiment stations, and by others has 
established that cows absorb DDT when sprayed with it to kill flies. 
They may even absorb it when barns are sprayed by prevailing methods. 
The cows then secrete DDT in their milk in quantities which, on a 
long-time basis, might turn out to be harmful to consumers. Now, we 
believe that the dangers of acute poisoning from DDT in milk, or in 
other foods, is remote; but chronic poisoning is quite a different story. 
As the British soldier said: ‘“T’ain’t the ‘oppin’ over ‘edges that 
‘urts the ‘orses’ ‘oofs; it's the everlastin’ ‘ammer, ‘ammer, ‘ammer on 
the ‘ard ‘igh road.” 

Acting on the above information, the United States Bureau of 
Entomology and Plant Quarantine and the Food and Drug Adminis- 
tration issued a joint warning against the use of DDT in dairy barns. 
Shortly afterward, the Insecticide Division of the Department of Agri- 
culture, which enforces the Insecticide Act, required the removal of 
such recommendations from the labels of all DDT formulations. This 
was a revolution indeed, and that it was a peaceful one is a tribute to 
the voluntary and public spirited action on the part of agencies, in and 
out of government, whose obligation for protecting the public health 
is purely a moral one. 

While we do not have quite as extensive information on some of 
the newer organic insecticides as on DDT, such knowledge is increasing 
very rapidly. The insecticide manufacturing industry has recognized 
its obligation to make toxicity studies on its own account, and to develop 
the methods of analysis so essential in conducting such studies. Our 
Division of Pharmacology, too, has done valiant service on this front. 
A recent paper by Dr. Lehman * compares both the acute and chronic 
toxicity of a number of the newer insecticides. There is doubtless a 
great deal of unpublished information that would be brought to light 
by a broad and comprehensive tolerance hearing. As you know, the 





’ Quarterly Bulletin, Association of Food 
and Drug Officials of the United States, 
April 1949. 
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Act imposes upon the Administration the obligation of holding such a 
hearing. Reasons why such a hearing has not yet been held were dealt 
with by Commissioner Dunbar in his recent address to insecticide manu- 
facturers, already mentioned. He said: 

That provision of the law imposed a heavy responsibility on the Food and Drug 
Administration. I confess that we have not fully met our obligation. The law 
was passed in 1938; the war intervened and made it impossible for us to hold the 
necessary hearings to establish tolerances. We did hold a hearing and set up a 
tolerance for fluorides on apples and pears in 1944. That regulation was invalidated 
by a decision of the Ninth Circuit Court of Appeals. Following the termination of 
the war, we began preparations to reopen the hearings and set up tolerances under 
the law for a variety of insecticides which were coming into extensive use. Then 
we were confronted with a difficult situation. During the war a large number of 
new and very potent insecticides had been developed. Little was known about their 
toxicity either to the person who applied the sprays or to the consumer who ate 
the finished food product. In several cases we didn't even have methods for accurate 
estimation of the residual spray left on or absorbed by the food product. We didn't 
know whether the residues remained intact, whether they were altered by weathering 
to nontoxic or more toxic residues, whether they could be removed by washing, or 
whether they were absorbed into the plant structures and, therefore, could not be 
removed. We knew too little about many of these insecticides to hold hearings and 
establish safe tolerances. 

But we seem now at the creative stage, and the situation is no longer 
“without form, and void.” There is a recognition in all quarters that it 
is high time such a hearing was held. Seldom, at least in responsible 
quarters, does one hear the old plea: ‘Leave us alone; things are all 
right and if you interfere with our production the bugs will eat up our 
food crops and the world will starve.” Also, there are few now who 
say: ‘The problem is so complicated and vast that it would take years 
to set tolerances; in the meantime the bugs will inherit the earth.” Such 
thinking reminds one of Chesterton's saying: ‘Christianity has not 
been weighed in the balance and found wanting, it has been found incon- 


venient and never tried.” 


Now the Food and Drug Administration has been extremely 
vigilant, amid the chaos and confusion of recent years. We have col- 
lected samples, made surveys, devised analytical methods, and made 
numerous toxicity studies. It is a matter of record that we have not 
seized any shipments of fruits or vegetables which, because of the wanton 
and reckless use of these newer insecticides, carried loads of poison 
which presented a demonstrable and immediate threat to consumer 
“health. I do not say that there has been no such threat; only that we 
have not encountered it. We are equipped to make a much more 
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thorough survey during the coming season, and | can assure you that 
we shall not hesitate to take drastic action under the general terms of 
the Act, even in the absence of announced tolerances, should the circum- 
stances justify it. Such action has not been necessary on milk because 
of its DDT content, nor do our two comprehensive surveys of market 
milk, conducted in the spring and in the mid summer of the current year, 
indicate that any action will be necessary in the future. 

But, I believe all of you will agree that a court of law seems hardly 
the forum to decide such difficult scientific questions as the necessity of 
a given insecticide in the production of a given crop, ‘the extent to 
which it can be avoided in good manufacturing practice” on the crop 
when it is shipped, and especially what residues are safe “taking into 
account the other ways in which the consumer may be affected by the 
same or other poisonous or deleterious substance." It seems obvious 
that there is only one way to settle, with any degree of satisfaction, 
safety, and permanence, such questions as the necessity of this or that 
poison in the production of this or that food product, the minimum resi- 
dues of such poisons that are unavoidable on the product as it reaches 
the consumer, and the safety to consumer health of these minimum 
residues. I refer, of course, to the setting of tolerances as provided for 
by Section 406 of the Act. 

We are very gratified that a broad and comprehensive hearing 
on spray residue tolerances for fresh fruits and vegetables was recently 
announced by the Federal Security Administrator for January 17, 1950. 
I have brought along a few copies of the notice for those of you who 
are interested. You will note that its scope is broad indeed, including 
all of the insecticidal poisons and their near relatives; also all fruits and 
vegetables. It is our earnest hope that this hearing will be in no sense 
what lawyers call an adversary proceeding. It will not be a simple 


hould not be acrimonious. 


hearing, and it may be a long one, but it s 
Judging from the prevailing climate of opinion in the food industry and 
in the insecticide manufacturing industry, as well as in other quarters, 
the hearing is visualized as a pooling of all useful information, and a 
humble seeking for light on a problem whose sound solution concerns 
all of us, and indeed all those who will come after us. We just can't 
afford to go wrong on this one! A successful, friendly hearing, con- 
ducted in a scientific spirit, would surely be hailed as a genuine triumph 
for the democratic process. We trust that all of you who have any 
factual information at all to place in the record will attend. {The End] 
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Rule-Making Under Section 406 (a) 





of the Federal Food, Drug, and Cosmetic Act’ 





meeting and to discuss with you procedures for establishing 

regulations pursuant to Section 406(a) of the Federal Food, 
Drug, and Cosmetic Act for limiting the quantity of added poisonous 
or deleterious substances to be tolerated in or on food. If I under- 
stood Mr. Hitchner’s attitude, it could be characterized by saying, “We 
have a job to do—let’s talk about how to do it!" Frankly, that attitude 
appealed to me very much. 


' FY OUR SECRETARY, Mr. Hitchner, invited me to attend your 


Nature of the Regulation-Making Procedure 


On the day after Mr. Hitchner spoke with me about your meeting, 
I noted an editorial in an agricultural periodical which began, ‘The 
Federal Food and Drug Administration proposes to set new tolerance 
rules for spray residues . . . Of course, | was interested, and | 
proceeded to read the editorial. It was quite critical of the Food and 
Drug Administration and ended with these assertions: ‘‘The Food 
and Drug Administration will be judge, jury, and prosecutor in the 
so-called hearing. Then it will promulgate rules which are not law, 
but are opinions or prejudices or may be just a contrary streak.”’ 

I was less impressed by the unfounded prophecies and the unfriendly 
tenor of this editorial than | was by the misconception which it enunci- 
ated of the nature of our regulation-making procedure. The writer's 
declaration that the Food and Drug Administration will be judge, jury, 
and prosecutor suggests that regulation-making is a judicial proceeding; 





* Presented at the meeting of the Na- Spring Lake, New Jersey, September 9, 
tional Agricultural Chemicals Association, 1949. 
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that it arises from some past act resulting in a controversy between two 
adversaries, a plaintiff and a defendant; that it involves something corre- 
sponding to pleadings and narrowly defined issues; that witnesses are 
prevented by restrictive rules of evidence and frequent technical objec- 
tions by opposing lawyers from disclosing all the relevant facts concern- 
ing which they are able to testify. In short, the editorial suggests that 
a rule-making hearing under Section 406(a) of the Federal Food, Drug, 
and Cosmetic Act is some sort of a lawsuit characterized by mutual 
distrust and parties dealing with each other at arm's length. 


It occurred to me that your meeting would afford an opportunity 
to challenge this editorial writer's concept of regulation-making as a 
judicial proceeding. Regulation-making under Section 406(a) is a 
legislative proceeding. It is rule-making. It does not adjudicate rights 
between adversaries arising out of past conduct, but, instead, it develops 
rules to govern future conduct. If we need an analogy, perhaps the 
proceedings before committees of the Congress or of state legislative 
bodies in hearings on bills furnish our best example. Issues are not 
narrowly drawn. Instead, considerable latitude is permitted the many 
parties interested in the proposed measure to present their different 
points of view. A lawsuit determines which party wins and which 
party loses, but a rule-making hearing makes no such determination. 
To the extent that the rule developed is a good rule, all parties win. 
Sometimes a lawsuit can be won by suppressing evidence, or holding 
back or springing a surprise by holding the cards close to the belt. 
Such techniques are not good legislative practice. Mr. Crawford, 
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Deputy Commissioner of Food and Drugs, has told me that Senator 
Copeland, who sponsored the Federal Food, Drug, and Cosmetic Act 
of 1938, often stated, ‘“You can't legislate off in a corner.’ We can't 
write good tolerances under Section 406(a) ‘‘off in a corner.” We must 
gather together in the hearing room around the council table and present 
our facts freely and openly. Each card must be placed face up on the 
table so that we can all appraise it with care. 


In the eleven years since Congress enacted the Federal Food, Drug, 
and Cosmetic Act, we have had considerable experience in rule-making 
hearings. We are well aware of the criticisms which have been made 
of these hearings. I think these criticisms were aptly epitomized by 
one of our friendly critics who once said to me, “Tom, the thing that's 
wrong with your hearings is, there is too much ‘lawyering’ in them!”’ 
I am sure that what he had in mind was conduct more characteristic 
of a police court lawyer than of a legislative counselor. Speaking of 
means for improving our rule-making hearings, Mr. Crawford has said: 

We can avoid some of the needless controversies that occur at hearings. While 
acknowledging that cross-examination is a valuable tool for crystallizing and delineat- 
ing the facts on which the Administrator must act, we can try to give to the hearings 
more of the studious atmosphere of a fact-finding proceeding, which it is, and less 
of the din of embattled adversaries. 

These things cannot be done in an atmosphere of fear, distrust, and unrealistic 
forebodings. The purpose of the law is to provide good and workable standards. 
That purpose cannot be achieved by the government alone. It necessitates whole- 
hearted and intelligent work by the food industries, tempered and guided by good 


judgment, a high sense of public responsibility, and vision of a future rich in its 
promise of progress. (3 Food Drug Cosmetic Quarterly (1948) 243, 254). 


Background of Section 406(a) 


Before speaking of the steps in the procedure leading up to the 
establishment of regulations under Section 406(a) of the Food, Drug, 
and Cosmetic Act, it may be worthwhile to recall something of the 
background of that section. The Food and Drugs Act of 1906 carried 
no authorization for the promulgation of legally binding tolerances for 
added poisons in food. That law did declare an article of food ‘‘shall 
be deemed to be adulterated . . . if it contain any added poisonous 
or other added deleterious ingredient which may render such article 
injurious to health." While the 1906 Act was in effect, informal toler- 
ances were announced for lead, arsenic, and fluorine as insecticidal 
residues. These informal tolerances were valuable as indicating when 
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the general provisions of the Act of 1906 would be invoked, but, since 
they had no legally binding effect, they left open for litigation in the 
courts, each time an action was brought, the question of whether the 
particular amount of added poison on the food might render it injurious 
to health. This did not afford adequate consumer protection because 
it did not take into account the probable intake of the same poison or 
of similar poisons from other sources. In developing the Act of 1938 
to replace the 1906 statute, Congress made it abundantly clear that the 
general purpose was to set up effective provisions against abuses of 
consumer welfare growing out of inadequacies in the law of 1906. In 
the new law, Congress declared a food to be adulterated if it contains 
a poisonous or deleterious substance which may render it injurious to 
health; or if it contains any added poisonous or deleterious substance 
not required in the production of the food or capable of being avoided 
by good manufacturing practice. The new law also provided for the 
situation where poisonous or deleterious substances are required or are 
incapable of being avoided, by authorizing the Administrator to pre- 
scribe tolerances by rule-making procedure, and the law declares foods 
adulterated when the tolerance is exceeded. In prescribing tolerances, 
the Administrator must take into account the extent to which the poison- 
ous or deleterious substance is required or incapable of being avoided 
in the production of the food and also the other ways in which consumers 
may be affected by the same or other poisonous or deleterious sub- 
stances. In any event, the Act enjoins the Administrator to prescribe 
the tolerances at such levels as will protect public health. In a report 
on the bill which became the law of 1938 the House Committee stated, 


Section 406, in subsection (a), provides for a fairer and more effective control 
of the addition of poisons to food than does the present law. This subsection first 
prohibits the unnecessary addition of poisons. Where such additions are necessary, 
the establishment of tolerances is authorized, based upon the practical necessities 
for the use of poisonous substances. It is well recognized that an adequate fruit 
and vegetable supply could not be brought to maturity without the use of toxic 
insecticides and fungicides. But the situation is made extremely complex by the 
number of poisonous substances used for different crops in different localities, and 
by contaminations which unavoidably occur in many manufacturing processes. The 
purpose of the subsection is to insure that the total amount of poisons the consumer 
receives will not be sufficient to jeopardize health. The needs of each branch of 
the food-producing industry can be met and the public health can be adequately 
protected. (House Report No. 2139, Seventy-fifth Congress, Third Session, p. 6.) 


The courts, in construing the 1938 Act, have given recognition 
to the expressed intent of Congress that this Act should extend greater 
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protection to consumers. For example, in one of his opinions Mr. Justice 
Frankfurter declared: 


The Food and Drugs Act of 1906 was an exertion by Congress of its power 
to keep impure and adulterated food and drugs out of the channels of commerce. 
By the Act of 1938, Congress extended the range of its control over illicit and 
noxious articles and stiffened the penalties for disobedience. The purposes of this 
legislation thus touch phases of the lives and health of people which, in the circum- 
stances of modern industrialism, are largely beyond self-protection. Regard for these 
purposes should infuse construction of the legislation if it is to be treated as a working 
instrument of government and not merely as a collection of English words.” (United 


States v. Dotterweich, 320 U. S. 277, 280 (1943).) 
Section 701(e) and Its Relationship to Section 406(a) 


It is appropriate to our consideration of procedure to call attention 
to another section of the Food, Drug, and Cosmetic Act. In Sec- 
tion 701(e), Congress outlined in some detail the procedure to be 
followed by the Administrator in regulation making. Much of this 
procedure centers around the public hearing which is required to be 
held before the regulations contemplated by some ten different sections 
of the Act are issued, amended, or repealed. One among these Sec- 
tions is 406(a). 

Section 701(e) provides two means for starting regulation-making 
proceedings. The Administrator can announce a hearing on his own 
initiative or upon an application stating reasonable grounds from an 
interested industry or a substantial portion of an industry. The hearing 
is announced by the publication of a notice in the Federal Register. 
This notice must be published not less than 30 days before the date set 
for the hearing. In addition to announcing the date and place of the 
hearing, this notice announces what the hearing is about by setting 
forth a proposal in general terms. At the hearing, any interested person 
has an opportunity to be heard. A record is made, and it is upon the 
substantial evidence in this record that the Administrator bases his order 
in the matter of the regulation. 

It should be our mutual objective in our hearing under Sec- 
tion 406(a) to build up a record replete with facts established by 
reliable, probative, and substantial evidence. 

I already have stated that we have had considerable experience 
with rule-making hearings under the 1938 Act. I should elaborate on 
that statement by adding that most of our experience in rule-making 
has been gained in hearings for establishing food standard regulations 
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under Section 401 of the Act. However, Section 701 provides the 
same procedure for Section 401 regulations as for Section 406(a) regu- 
lations. We have had only one hearing for developing regulations 
under Section 406(a). That was the hearing held for the purpose of 
establishing a regulation limiting the quantity of fluorine remaining as 
insecticidal residues on apples and pears. That hearing was held in 
1944. The regulation which was issued set the tolerance for fluorine 
remaining as insecticidal residue on apples and pears at seven milli- 
grams per kilogram of fruit. This tolerance was rendered ineffective 
by a decision of the Ninth Circuit Court of Appeals construing the 
regulation as restricted in application to fluorine in its elemental state. 
There is no reason to blame this result on the procedure which was 
followed. The slip-up in the fluorine regulation was one of draftsman- 
ship. Perhaps had the regulation been worded “The quantity of fluorine 
in any compound remaining as insecticidal residue . . .” it would 
have been construed altogether differently by the court. 


Recognizing the Need for Rules 


Preliminary to rule-making, there must be a recognition of the 
need for the rules to be established. This involves the collection of 
data and exchange of ideas. As examples of preliminary steps, may 
I call your attention to the address on the subject, “Addition of Chem- 
ical Substances to Foods,” which was delivered by Dr. White, Chief 
of our Food Division, before the Association of Food and Drug Officials 
in June, 1946. (Quarterly Bulletin, Association of Food and Drug 
Officials, Vol. 10, p. 127.) In a broad way, Dr. White voiced our 
concern over the increase in the addition of inadequately tested and 
potentially toxic chemicals to foods. 


In June, 1948, Dr. Lehman, Chief of our Division of Pharmacology, 
delivered a paper on “The Toxicology of the Newer Agricultural 
Chemicals” before the Annual Conference of the Association of Food 
and Drug Officials. (Quarterly Bulletin, Association of Food and Drug 
Officials, Vol. 12, p. 82.) In 1949, Dr. Lehman brought the subject 
up to date by setting forth the newly acquired data which had become 
available after June, 1948. This paper was titled, ‘Pharmacological 
Considerations of Insecticides,” and was delivered before the meet- 
ing of the American Chemical Society in San Francisco. (Quarterly 
Bulletin, Association of Food and Drug Officials, Vol. 13, p. 65.) 
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In December, 1948, the Deputy Commissioner, Mr. Crawford, spoke 
at the annual meeting of the American Association of Economic Ento- 
mologists on the subject, ‘Pesticides and the Food Law.” (4 Food Drug 
Cosmetic Law Quarterly (1949) 132.) And last May, the Commis- 
sioner, Dr. Dunbar, spoke at your meeting at Rye, New York, on the 
subject, ‘““The Food and Drug Administration Looks at Insecticides.” 
(4 Food Drug Cosmetic Law Quarterly (1949) 233.) All of these 
papers were published. 

We have asked the chiefs of our 16 field districts to confer with 
state and other local officials, experiment station and university people, 
and others who are likely to be interested in hearings to establish toler 
ances for insecticidal residues on fruits and vegetables. I mention 
these as examples of idea sharing in recognizing the problem which 
gives rise to the need for tolerance rules. 
have also been exploring 


the problem. Your AIF bulletin is one evidence of that; this meeting 


I know that you people in the industry 


is another. I think we are in agreement that the time is near when 
we can go into a hearing with enough factual data to set up some good 
workable rules which, in the words of the Congressional report, will 
meet the needs of industry and protect the public health. 


Holding a Public Hearing 


The next step in our procedure is to publish a formal notice of 
hearing in the Federal Register, setting forth the proposal in general 
terms. This notice also will announce the date of the hearing, the room 
number in the Federal Security Building in Washington where the 
hearing will convene, and give the name of the presiding officer desig- 
nated by the Administrator to conduct the hearing. Our present think- 
ing is that we can recommend to the Administrator that he announce 
the hearing for mid-January. Naturally, I cannot speak for the Admin- 
istrator, but we in the Food and Drug Administration favor a proposal 
framed in such general terms as to permit taking evidence on all the 
poisonous or deleterious substances which are likely to be required for 
the commercial production of fresh fruits and fresh vegetables. We 
do not think that the proposal should restrict the hearing to apples 
and pears. We think that it would be advisable to re-open the question 
of a tolerance for fluorine compounds in insecticidal residues. 
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After the announcement is published, we will all want to line up 
our evidence for presentation at the public hearing. We think that you 
people in the industry and the entomologists can be very helpful in 
furnishing facts as to which fruits and vegetables require poisonous or 
deleterious substances in their commercial production, what are the pests 
or conditions which must be controlled, and what particular substances 
are needed for such control. We hope that producers of the foods upon 
which the poisonous or deleterious substances are used can furnish data 
on the extent to which the poisons can be eradicated by washing, brush- 
ing, or other means of removal. We think that we can be helpful to fur- 
nishing the data we have on toxicity of the substances required. This is 
just a rough outline of my ideas of some of the sources of evidence. 


At the hearing, witnesses testify under oath. Some witnesses write 
out what they have to say or prepare outlines of their proposed testi- 
mony. Others put in their evidence by answering questions asked by 
their attorneys. Tabulations of data are usually offered as exhibits. 
Witnesses should have at least five copies of each exhibit which they 
intend to offer in evidence. We think it is good practice to have several 
additional copies for distribution to those in attendance at the hearing 
who are interested in the exhibit. 


All witnesses are subject to cross-examination. 


All testimony is recorded by a private reporting firm. The firm 
which has the contract for this fiscal year is the Acme Reporting Com- 
pany of Washington, D. C., and they sell copies of the transcript. 
Parties who wish to buy copies make their arrangements with the 
reporter at the hearing. The presiding officer routinely affords the 
parties of record an opportunity to present for the Administrator's con- 
sideration recommended findings of fact, and suggested regulations. 
These are written and are accompanied by briefs. 


After the record has been studied and the suggested findings and 
regulations considered, the Administrator publishes in the Federal 
Register a tentative order incorporating the rules which he proposes 
tomake. The tentative order appears in that part of the Federal Register 
headed “Proposed Rule-Making.”” To this tentative order, parties of 
record who may have exceptions are given an opportunity to file them 
and briefs in support of their exceptions. These exceptions are con- 
sidered, and then a final order is published. The final order carries 
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a notification of the date when the regulations established by the order 
will take effect. Unless an emergency situation exists, the effective 
date is not less than 90 days following the issuance of the final order. 
Normally, this ends the rule-making procedure. 


Judicial Review 


Section 701(f) of the Food, Drug, and Cosmetic Act provides 
that, in case of actual controversy as to the validity of the order, any 
person who will be adversely affected may, prior to the ninetieth day 
after such order is issued, file a petition for judicial review of the order 
with the Court of Appeals for the circuit wherein he resides or has his 
principal place of business. There have been judicial reviews of a 
number of the orders which have resulted from rule-making hearings 
under our Act. These are all reported cases. The most recent one 
involved a review of the canned oyster regulations by the Court of 
Appeals for the Ninth Circuit. (Wéillapoint Oysters, Inc. v. Ewing, 
174 F. (2d) 676 [CCH Food Drug Cosmetic Law Reports § 7119].) 
Judge Bone wrote a long and informative opinion. Among other things, 
he makes it clear that he regards our procedure as one of rule-making 
and not one of adjudication. Certiorari was denied by the United 
States Supreme Court. 

I think that the regulations which have been worked out by the 
procedures which I have outlined for you have established good rules. 
As an evaluation of this procedure, I should like to quote to you a 
statement made by Mr. Crawford before the Section on Food, Drug and 
Cosmetic Law of the New York Bar Association. He said: 

As a layman in law, the basic meaning of Section 701(e) to me is that the gov- 
ernment shall deal fairly and honestly and aboveboard in its regulation-making process. 
I think all of the provisions of the section are directed toward that simple objective. . . . 

It is my observation that the process of public hearing, review of briefs and 
arguments on the record, publication of a proposed order, and review of exceptions 
to it before promulgation of the final order, lead to infinitely better regulations, from 
the standpoint of both the public and industry, than could possibly result from any 
other scheme. (2 Food Drug Cosmetic Law Quarterly (1947) 3, 9, 10) 

The editorial writer whom I quoted in my opening remarks said, 
“The Food and Drug Administration will be judge, jury, and prose- 
cutor...” I assure you that we have no desire to play any one of these 
three roles. Instead, we want to be co-laborers with you in developing 
the facts at the public hearing. As Mr. Hitchner would put it, ““We've 


got a job to do—together, let's do it!” [The End] 
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“‘Refilled Prescription Cases ——— 
A Misnomer 


IT IS UNSOUND TO ASSUME THAT ONE ORDER 
FOR A DRUG IS SUBSTANTIVE AUTHORIZATION FOR 
FURNISHING MORE OF THAT DRUG THAN IS CALLED 
FOR ON THE FACE OF THAT PRESCRIPTION 


BY EDGAR A. REED 





ago and the Congressional amendment of Section 301(k) six 

months later, informed people have expressed no doubt that the 
scope of the Act includes transactions at the retail level once the article 
dealt in has moved in interstate commerce. These fiats issued with full 
understanding of the duties that would devolve upon the Administrator 
when Federal authority in the food, drug, and cosmetic fields extended 
“to every article that had gone through interstate commerce until it 
finally reached the ultimate consumer,” * because the discussions that 
preceded the decisions evoked every real and fancied bogey which 
would be faced in applying the law at such reach. 

In the Sullivan decision, the Supreme Court showed itself to be 
aware of the possibility that Section 301(k) could be invoked unwisely 
to accomplish ends entirely incongruous with the purposes of the Act, 
but noted that the Administrator had already been given broad dis- 
cretionary powers and implied that misapplication is no more to be 
expected in the case of Section 301(k) than of Section 306. 


To believe that the Administrator can utilize such discretionary 
powers to ignore the facts in so-called ‘‘refilled prescription cases” as 


INCE the Supreme Court's decision in the Sullivan case ' two years 





1 United States v. Jordan James Sullivan, 2 United States v. Sullivan, 332 U. S. 689, 
332 U. S. 689 (1948) [CCH Food Drug Cos- 697 (1948). 
metic Law Reports { 7076: 3 Food Drug 
Cosmetic Law Quarterly (1948) 131]. 
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a class would be erroneous. It is the purpose of this paper to show 


that he inevitably must concern himself with cases of this description 
because they conform administratively to the pattern of facts found in 
the case brought against Sullivan. The legal basis for the prosecution of 
that case is so well understood that it is unnecessary to discuss it here; 
instead, the typical case in which the subject of refilled prescriptions 
arises will be considered to show how it parallels the facts in the Sullivan 
case, which was, of course, based on the misbranding of a drug as a 
consequence of over-the-counter sales. 


Selling a Drug on Prescription 


In the course of normal enforcement activities, it is sometimes dis- 
covered that a certain retail druggist has been selling to a customer on 
occasion a drug which, because of its potentiality for harmfulness, is 
considered by experts to be unsafe for unsupervised medication. The 
drug has been delivered to the customer in a pill box labeled to show 
the name and place of business of the dispenser, a number and date, 
the name of the customer, the name of a doctor, and directions for 
taking the drug. 


The package from which the druggist took the drug he sold this 
individual came from interstate sources and bore labeling that complied 
with all the requirements of the Act. In the prescription file of the 
store there is, at the time of the investigation, a slip of paper which bears 
the name of the customer, a number, and a date corresponding to those 
on the pill box. It specifies a certain quantity of the drug, gives terse 
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directions for taking it, and has been signed by the physician whose 
name appeared on the pill box. In other words, this paper purports to 
be a prescription. 


Such is the structural pattern of these cases. However, before 
concluding that any of the deliveries of the drug to the customer under 
the labeling described above resulted in misbrandings and consequent 
violation of Section 301(k), it is necessary to consider the relationship 
between the writing on the slip of paper and the intention of the physician 
who prescribed the drug for some purpose. 


Reckless Distribution of Prescription Drugs 


To show how a drug may be distributed recklessly under the typical 
circumstances which have been outlined, one history has been selected 
from among many others as an illustration: (An actual happening 
has been used instead of a hypothetical case that might be felt to exag- 
gerate anything that could possibly happen in a retail drugstore. ) 


Mrs. A's physician wrote an order for her for 20 capsules, one 
and one-half grains each, of a barbiturate. She took it to a druggist 
in June 1944 and received the 20 capsules in a pill box bearing the 
usual labeling. Later, she returned to the druggist and obtained an 
additional supply of the drug; that time, the druggist gave her 40 
capsules, one and one-half grains each, which was twice the amount 
specified by the physician. She returned for the drug again and again 
until, between June 1944 and February 1948, the druggist had made 
47 deliveries of 20 or more capsules of the barbiturate to her subsequent 
to filling the one order of the physician. The doctor had stated 20 cap- 
sules in his order, and she acquired 1740 capsules, or 1720 capsules more 
than he had specified. The doctor who had written the prescription told 
investigators that he had at no time authorized the druggist to supply 
her with more than the 20 capsules prescribed in June 1944. 


No one familiar with the Sullivan case would gainsay the obligation 
of the Administrator to conclude there very probably had been 48 vio- 
lations of Section 301(k) in the course of these sales if there had never 
been an order from a physician in the first place. On the other hand, 
order or no order, it is an impressive fact that Mrs. A obtained a large 
quantity of sleeping pills about which the doctor responsible for the first 
purchase knew nothing. The pills are known to have done Mrs. A 
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and her family a great deal of harm, which had repercussions in the 
community. The serious nature of such injuries attributable to a drug 
which had moved in interstate commerce and their impact upon society 
make it imperative to consider whether or not the Food, Drug, and 
Cosmetic Act could be applied correctively. 


Purpose of a Prescription 


If the original order is regarded as a self-perpetuating document, 
it was valid authority for every one of the 48 deliveries of the drug 
over the three and one-half year period, each of the deliveries in the 
pill boxes was properly labeled, and Section 301(k) probably was not 
violated at any time in an important way. Conversely, if the order was 
self-limiting, sales made after its expiration resulted in misbrandings 
and violation of Section 301(k) just as surely as though the order had 
never existed. 


The problem of ‘““When is a prescription not a prescription” is 
not a conundrum, but arises when undue emphasis is given to the writing 
on a piece of paper, and the purpose for which it was written is neg- 
lected. If a prescription is regarded as being the written expression 
of a physician's will and purpose that a patient of his be furnished a 
specific quantity of a drug for use as he directs, and that is the generally 
accepted concept of medical circles, it will be apparent that the written 
expression is entirely subservient to the purpose which prompted the 
physician to write the order. Since the purpose of a physician with 
respect to medicaments for a given patient may be expected to vary 
from time to time as the condition of the individual being treated changes, 
it obviously is unsound to assume that one order for a drug is substantive 
authorization for furnishing more of that drug than is called for on the 
face of the prescription. 


Such a concept of prescriptions seems to be reasonable and to ac- 
commodate the professional rationale for the custom of issuing them. 
Its acceptance resolves all doubt as to how long the written portion 
of the prescription retains validity because it becomes apparent that the 
document cannot be relied upon to reflect the will and purpose of the 
prescriber once the terms written thereon have been complied with. 
In the case of Mrs. A, the prescription on file in the drugstore clearly 
had no significant relationship to the drug sold her after the first 20 
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capsules were delivered, because the doctor involved did not authorize 
more than the one transaction, and all 47 subsequent sales resulted in 
misbranding in violation of Section 301(k) just as surely as did those 
concerned in the Sullivan case. 


Violation of Section 301(k) 


These considerations make it impossible for the Administrator to 
regard cases of this kind as merely technical infractions of the law; 
they no more can be neglected than comparable facts could be waived in 
cases in which no prescription ever existed. Legal actions brought 
against the persons responsible for the violations of Section 301(k) in 
“refilled prescription cases” are not, therefore, excursions into areas 
adjacent to those which would “make criminal every corner grocer who 
takes a stick of candy from a properly labeled container and sells it 
to a child without wrapping it in a similar label" * that were alluded to 
in the Sullivan decision. 


It is to be recognized that all prescriptions do not fail to represent 
the will and purpose of their author after one delivery of a quantity of 
a drug, because the document may specify a certain amount is to be 
delivered in installments. For instance, it may authorize delivery of the 
amount shown on it at weekly intervals for three weeks, or until a 
definite total quantity has been delivered. Such prescriptions logically 
retain full validity so long as their instructions are followed, and even 
a defunct prescription may be revivified when the prescriber expressly 
authorizes it. 

Semantic analysis of the expression, ‘‘refilled prescription,” is un- 
necessary to reveal the misconceptions inherent in it when it is applied 
to any of the legal actions which have been instituted against pharma- 
cists pursuant to enforcement of Section 301(k). Such cases have not 
been concerned at all with the bona fide refilling of prescriptions, but 
have dealt with vital problems of public health and welfare arising from 
the misbranding of drugs in the course of delivering them to a cus- 
tomer after a prescription ceased to exist as a directive instrument. 


[The End] 





3 United States v. Jordan James Sullivan, 
332 U. S. 698 (1948). 
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THE FOOD INDUSTRIES NEED 


Uniform Food Laws: 


THE CONSUMER WILL RECEIVE THE MAXIMUM OF PRO- 
TECTION ONLY WHEN ALL FOOD REGULATORY OFFICIALS 
COOPERATE IN THE ENFORCEMENT OF A UNIFORM LAW 











food laws have been stated many times in speech and in pub- 
lished form by leaders in the field of food regulation, and have 
been analyzed from a number of viewpoints. The advantages to the 
consumer, to the enforcement officials, and to the regulated industries 
have been carefully and clearly stated by such leaders as Ole Salthe, 
Walter Campbell, Paul Dunbar, Charles Wesley Dunn, Ralph Schipa, 


and others. 


| ADVANTAGES of uniformity between state and Federal 


At this time, however, it appears in order to restate briefly some 
of the advantages that uniformity in food laws and regulations bring 
to the consumer, to the enforcement officials, and to the regulated 
industries. 


A year ago, at the Portland, Maine, convention of this Associa- 
tion, Mr. Ole Salthe gave a most interesting talk on “What the Food, 
Drug, and Cosmetic Act Has Meant to the Public.’’ In his address, he 
very succinctly summarized the importance of uniform regulations as 
follows: 


‘For the public to receive the highest degree of benefits from the 
combined efforts of Federal, state, and municipal authorities, the regu- 
lations, procedures, and practices should be as uniform as is possible.” 





* Presented at 53rd annual conference of 
The Food and Drug Officials of the United 
States in Chicago, June 21, 1949. 
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He adds also, ‘““Compliances with varying regulations are unnecessarily 


difficult and costly.” ? 


Advantages of Uniformity 


The advantages to the regulated industries are that compliance 
is simplified by eliminating confusion and conflict. Label requirements 


are standardized, thus encouraging lower marketing costs. Uniformity 
in laws, regulations, and standards provides the regulated industries a 
common language mutually understood by both buyers and sellers even 


if located in different sections of the country. 


The advantages to the enforcement officials are that more efficient 
enforcement can be attained at lower costs to the taxpayer. Federal 
and state agencies can better supplement each other in enforcement 
matters. Cooperation with industry is improved because of clearer 
understanding of the laws and regulations. Court decisions based on 
uniform laws would facilitate and probably reduce litigation. 


The advantages to the consumer are better protection at lower 
costs, a growing reliance on food law enforcement agencies, and the 
advancement of general nutritional knowledge. 








1Ole Salthe, ‘“‘What the Food, Drug, and 3 Food Drug Cosmetic Law Quarterly 
Cosmetic Act Has Meant to the Public,”’ (1948) 437, 440. 


Uniform Food Laws Page 503 





One cannot participate in a Federal standard hearing for a food 
without grasping the significance of the procedure as it protects the 
consumer. Under the Act, careful procedural safeguards are established 
to arrive at objective and reasonable definitions and standards. The 
procedure, while not perfect, does provide a substantial body of facts 
on the basis of which definitions and standards are formulated. It is 
admitted that the present procedure is costly in time and money to the 
participants. It is too expensive for manufacturers and governmental 
agencies to be required to participate in Federal standard hearings, as 
well as in a number of state hearings on the same food. The states have 
the advantage of a broad and comprehensive body of facts for standard- 
ized foods which support their acceptance of Federal standards. The 
logic of the situation is manifestly sound, in that it is wasteful of time 
and money to be required to repeat the procedure. 


Generally, uniformity results in a more healthy attitude toward 
protection of the consuming public by all concerned. The ultimate pur- 
pose of food laws is the protection of the consumer, and uniformity 
will help the regulated industries and the enforcement officials to ac- 
complish this purpose. 


In 1946, I recall visiting with Dr. C. F. Dalton, at that time Secre- 
tary of the State Board of Health for the State of Vermont. He ex- 
pressed the view that he believed in uniformity, and that Vermont had 
adopted by law Federal definitions and standards for foods because 
it saved the State of Vermont considerable expense. He also pointed 
out that acceptance of Federal standards supported his enforcement 
powers with all the resources of the Federal Food and Drug Admin- 
istration. The same viewpoint was expressed in a report to this Associa- 
tion at its 1948 convention by Mr. Sullivan of Indiana.? 


With such overwhelming advantages to all interested parties, it is 
surprising to note that less than half of the states have adopted the 
uniform act and that two states do not accept Federal definitions and 
standards. 


It is a matter of historical interest that in 1944, Walter Campbell, 
at that time Commissioner of the Food and Drug Administration, in 
speaking at the St. Louis meeting of this Association, said, in part: 





2T. E. Sullivan, ‘‘The Effect of Uniform Drug Cosmetic Law Quarterly (1948) 
Legislation on State Control,’’ 3 Food 444-452. 
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. within one year after the passage of the Federal Law of 1906, 31 states 
enacted comparable measures, making a total of 40 states, which, by the enactment 
of new laws or amendment of old ones, had launched food and drug control programs 
essentially like the one provided by the Federal statute.* 


This indicates that uniformity with the Federal Act was followed 
in general by 40 states, after the passage of the 1906 Act. Furthermore, 
advisory standards were drawn up and used by the Food and Drug 
Administration for interpretative purposes and were legally adopted by 
many states. In some states, these old standards, many of them out of 
date with modern commercial practices and with current Federal stand- 
ards, are still in force despite the passage of the Food, Drug, and 
Cosmetic Act of 1938. 


What is the situation now? Since the passage of the Federal Act 
of 1938, less than 20 states have adopted the uniform act. Practically 
all of the states accept, or have the administrative power to do so, 
Federal definitions and standards. 


Factors Delaying Uniformity 


Why then, is the progress of securing uniformity so slow? Many 
reasons and explanations can be offered. The chief obstacle appears 
to be the absence of vigorous interest by the public as expressed to 
state governments and legislatures. An aroused public opinion is neces- 
sary, and this can come only through adequate understanding by con- 
sumers of the advantages of uniformity. 


In some instances, the basic difficulty appears to be misunder- 
standing the issue of states’ rights versus Federal control. This issue 
is, I think, gradually becoming adjusted, and it is heartening to note 
this improvement in states’ attitudes. Adoption of the uniform act does 
not make mandatory the adoption of standards, since they may be 
established or modified by the state. In other words, states adopting 
the uniform act do not abdicate any sovereignty in so far as definitions 
and standards are concerned. Uniformity strengthens the enforcement 
program of the states rather than weakening it. 


Another basic difficulty is that unlike the administration of the 
Federal Act, the administrative powers in most states are split-up 


among different state agencies. In many states, the administration of 





3 Walter G. Campbell, ‘‘Progress in Food sociation of Food and Drug Officials of the 
& Drug Control,”"’ Quarterly Bulletin, As- United States, Vol. 8, No. 3, p. 107 
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the food laws is separate from drugs and pharmaceuticals. In a number 
of states, the authority for food laws is divided between agencies, for 
example between the State Board of Health and the Department of 
Agriculture; in others, between the Director of Agriculture and the 
State Chemist. In some of these states, the division of jurisdiction is 
so delicately balanced that forward-looking legislation is extremely 
difficult to initiate. 


In this connection, it is pertinent to point out that one of the 
recommendations of the Hoover Commission is to ‘‘split-up"’ the Fed- 
eral Food and Drug Administration. Regulatory functions, under the 
Food, Drug, and Cosmetic Act, dealing with foods would be transferred 
to the Department of Agriculture, while those dealing with drugs and 
cosmetics would be established in a reorganized Drug Bureau, in a 
new agency, the United Medical Administration, under the Public 


Health Service. 


Having the example in a few states of the attendant confusion and 
misunderstanding before us of divided authority, as well as overlapping 
and duplication, the proposed division of the United States Food and 
Drug Administration does not appear to serve any useful purpose. 
Such a move would require duplication of laboratories, field services, 
and other administrative requirements, as well as the probabilities of 
increasing conflicting jurisdictions. Such a development would repre- 
sent progress away from uniformity. 


One of the important reasons, if not the most important one, for 
the slowness of acceptance of the uniform act, appears to be the lack 
of aggressive leadership by some of the state regulatory officials. This 
view was well analyzed by Mr. Wright of Kansas, in an address before 
this Association last year.‘ The attitude demonstrated by these officials 
can best be described by the phrase ‘‘administrative inertia.’’ The results 
of some of these situations is lethargy, and the end result is that nothing 
is accomplished towards uniformity. 


As all of you know, the objective of the food industries, for several 
years, has been to keep the food laws of the various states uniform with 
the Federal regulations and also uniform with each other. Food manu- 





‘Evan Wright, ‘‘Activity in the Promo- Association of Food and Drug Officials of 
tion of Uniform Food, Drug, and Cos- the United States, Vol. 12, No. 4, pp. 
metic Legislation,’”’ Quarterly Bulletin, 120-121. 
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facturers are confused, and much misunderstanding develops when, for 
example, one governmental jurisdiction requires one thing, and another 
jurisdiction requires something different, and the requirements may be 
inconsistent with each other. Examples of inconsistent legal require- 
ments can be located easily if one wishes to search for them. 


The best device proposed, in an effort to achieve this desired goal, 
is the adoption of the uniform Food, Drug, and Cosmetic Bill by all 
states, with due allowances for individual state variations. 


Need for Uniform Regulatory Controls 


The food industry, in my opinion, is especially needful of uni- 
formity in definitions and standards. It appears to industry that the 
only Federal or state agency that can establish and apply nation-wide 
definitions and standards is the Federal Security Agency, under which 
the Food and Drug Administration operates. The food industry sup- 
ports fair and reasonable regulatory controls and believes them neces- 
sary for the protection of public health and protection against consumer 
deception. It feels, however, that the controls, especially for definitions, 
standards, and labeling, should be uniform, so that manufacturers, whole- 
salers, brokers, and retailers of food products can understand and follow 
them on a nation-wide basis. 

Variations in regulatory controls between states constitute effective 
trade barriers to the free movement of foods in interstate commerce. 
Where they exist, manufacturers are unable to market foods, thus 


penalizing consumers who wish to purchase them. 


While the adoption of the uniform act does not automatically 
produce acceptance of Federal definitions and standards, it establishes 
the administrative machinery to do so. Industry believes that states 
desiring cooperative enforcement should adopt Federal definitions and 
standards in advance, if necessary, of adoption of the uniform act. 


Industry believes that standardization of food products is a nation- 
wide problem and that varying state standards are unwise for foods 
distributed in interstate commerce. The acceptance of Federal standards 
at least will establish uniformity in definitions and standards governing 
the manufacture, distribution, and labeling of foods. In urging this step, 
it is recognized that some states may have to amend or rescind present 
laws and regulations, which are at variance with the Federal standards 
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What Can Be Done 


Faced with the practical problem of initiating action to secure 
enactment of the uniform act in over half the states of the country, 
one searches for an existing organization whose function is to sponsor 
this type of desirable legislation. In my opinion, the most effective 
group to be convinced of the wisdom of uniformity in food, drug, and 
cosmetic laws is the Annual Conference of Governors. Here is the 
forum where such a proposal would be best presented. To secure the 
inclusion of the subject of the uniform food. drug, and cosmetic law 
on the agenda of the Annual Governors’ Conference, would be a major 
step toward uniformity. At a conference of Governors, the advantages 
and disadvantages of uniformity could be stated and issues clarified. 


The agency that could be of best assistance in this connection is 
the Council of State Governments. It is my understanding that the 
Council serves as a secretariat for the annual meeting of the Governors, 
and, as such, arranges the details for the annual meeting. I believe 
that a practical possibility exists through the Council to secure the 
attention of the Conference of Governors. There is another possibility 
of action through the National Conference of Commissioners on Uniform 
State Laws. Favorable action by either of these two groups could well 
lead up to consideration by the Governors’ Conference. 


The Council of State Governments has, through its Drafting Com- 
mittee of State Officials, developed cooperative machinery to facilitate 
relationships between the states and Federal administrative agencies. 
Cooperative relationships are available, particularly for legislative pro- 
posals which have a material Federal effect.® 


It might be in order for this Association to recommend to the 
Council of State Governments (1) that it arrange for the subject of a 
uniform food, drug, and cosmetic act to be placed on the agenda of 
the Governors’ Conference at the 1950 meeting and (2) that it recog- 
nize the need for a uniform food, drug, and cosmetic law by requesting 
its Drafting Committee of State Officials to recommend such legislation. 


The other possibility for legislative action is through the National 
Conference of Commissioners on Uniform State Laws. An examination 





5 “‘Suggested State Legislation—Program 
for 1949,’" Council of State Governments, 
November 1948, p. iii. 
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of the constitution of this organization ° indicates in Article I, Section 2, 
that: 

Its object shall be (1) to promote uniformity in state laws on all subjects where 
uniformity is deemed desirable and practicable; (2) to draft model acts on 
subjects in which uniformity will make more effective the exercise of State powers 


and promote interstate cooperation. 


By the nature of its constitution, it would appear that this organ- 
ization could be of valuable service in promoting passage of the uniform 
food, drug, and cosmetic act. There are some 70 uniform laws that 
the Conference has recommended and which have been adopted by 
one or more states. Three of them, namely the Uniform Warehouse 
Receipts Act, the Negotiable Instruments Act, and the Stock Exchange 
Act have been adopted by all 48 states. From an examination of the 
titles of the uniform acts that the Conference has previously recom- 
mended, it appears that most of them are in the field of commercial 
law. However, there seems to be no reason why a uniform food, drug, 
and cosmetic act could not be adopted and recommended to the various 


states. 


In March of this year, a new organization was formed in New 
York City—the first of its kind in the United States. -It has been named 
The Food Law Institute, and is supported by leading food manu- 
facturing organizations of the country. It is organized somewhat as is 
The Nutrition Foundation, Inc., although on a smaller scale. One of 
the Institute's principal purposes is the development of a responsible 
and authoritative national leadership in the food law by a central or- 
ganization exclusively devoted to it. It would be helpful in the efforts 
to secure uniform food laws, if, as one of its first projects, the Institute 
were to interest itself in studying the legal aspects of uniformity. The 
Institute might suggest ways and means to spread the acceptance of the 
uniform act. It is my understanding that the Institute may do this in 


due course of time. 


State regulatory officials can take up the cudgel of leadership and 
propose, initiate, and stimulate legislation to modernize the food laws. 
The importance of the leadership provided by the state regulatory offi- 
cial cannot be overstressed. / am told that in every state where the 





* Handbook of the National Conference Lord Baltimore Press, Baltimore, 1945, 
of Commissioners on Uniform State Laws. p. 60 
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uniform act has been adopted, the regulatory officials did outstanding 
work in stimulating the necessary legislation. Once the initial step 
is taken, I think the officials will be heartened and encouraged by the 
strong support the food industries will render to the passage of the 
legislation, providing, always, that uniformity is proposed as the object. 
Many failures may occur before legislation is passed, but persistence 
in renewing the efforts have eventually resulted in success. To start the 
action in some situations takes courage, but courageous action is called 
for. 


Most important of all of the possible alternatives for action is the 
continuing expansion of cooperation on food enforcement problems by 
all concerned. In a uniformity system, it is necessary for state officials, 
Federal officials, and municipal officials to work together in a cooperative 


action. 


The greatest amount of protection of the consumer will occur when 
all food and drug regulatory officials cooperate in the enforcement of 
a uniform law. That this is increasingly being done was pointed out 
by Dr. Dunbar two years ago as follows: “. .. every year witnesses 
progress in the systematization and coordination of state, Federal, and 


tt = 
‘ 


municipal activities . . 


It is most important that industry, the regulatory officials, and the 
consuming public continue to work together harmoniously and with 
mutual respect for the best results. 


We all recognize that the determination of the respective jurisdic- 
tions of Federal and state control is one of the cardinal problems for 
good government in many areas, such as labor laws, transportation, etc. 
However, for public health and consumer safety in food regulatory 
controls, the protection of the consumer knows no state lines. 


Responsible members of the food industry would be happy to co- 
operate with the Food and Drug Officials of the United States in any 
efforts to achieve uniformity in food laws and regulations. 





™Paul B. Dunbar, ‘‘Report From the United States,’ 2 Food Drug Cosmetic Law 
Food and Drug Administration to the As- Quarterly (1947) 429, 430. 
sociation of Food and Drug Officials of the 
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Administrative Food Rulings 
Under the federal food, Drug, and Cosmetic Act 


THE AUTHOR ATTEMPTS TO GIVE SOME INSIGHT INTO THE 
PHILOSOPHY UNDER WHICH THE FOOD AND DRUG ADMIN- 
ISTRATION OPERATES, AND SO TO DEMONSTRATE THAT 
ITS ACTIONS ARE NEITHER ARBITRARY NOR CAPRICIOUS 











sist in the main of informal opinions of the Food and Drug 
Administration generally given in response to informal inquiries 
from individuals or groups of individuals in the food trade. They are 
not to be confused with precedent-making judicial interpretations or 


decisions. 


[os ADMINISTRATIVE RULINGS I propose to discuss con- 


You may ask why should an administrative “ruling” of the en- 
forcing agency be merely an informal opinion. Is it binding or isn’t 
it? Unlike regulatory legislation providing for permits, licenses, or other 
forms of approval, the provisions of the Food, Drug, and Cosmetic Act, 
so far as food is concerned, place the responsibility for compliance 
with its terms squarely upon the manufacturer or shipper. He need not 
go through any formalities with us before placing his food product 
on the market. He is free to study the law, form his own opinion as 
to whether his product and its label are legal, and proceed to market it. 
However, in recognition of the fact that he must be prepared to defend 
his opinion in court where the question of its legality may have to be 
settled, prudence may and often does lead him to seek opinions of 
others he deems qualified to have opinions on the subject. His own 
attorney is the one to whom he might logically turn, or he, or his attor- 
ney for him, may seek the opinion of the Food and Drug Administration. 
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Chief, Canned Foods Branch 
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If it appears in any case that confusion exists as to our role at this 


juncture, we make it clear that we can give only our opinion as to the 


application of the pertinent provisions of the law since we have no 
authority or desire to arrogate to ourselves the function of the courts, 
or, as we frequently put it, “only the courts can decide” who is right 
in event of differences of opinion. We always emphasize that it is not 
difficult for a manufacturer with a will to comply to devise a product 
and label that will be in harmony with the letter and spirit of the law. 
We encourage manufacturers of that kind to bring their problems to 
us, and we are pleased to give our informal opinions for whatever 
value they may be. 

In the ten years that the Food, Drug, and Cosmetic Act has been 
in effect, the Food and Drug Administration has made perhaps 500 
informal interpretations of the requirements of the Act relating to foods. 
Some of these we have considered of sufficient importance from the 
standpoint of broad application to warrant reproduction in mimeographed 
or printed form. Those which we designated as T. C. letters were for 
the most part excerpts from replies made to “Trade Correspondence’ — 
hence the initials ““T. C.".—and were made available for distribution to 
anyone interested in them as a statement of our opinion. Others which 


Presented as a lecture in the New York 
University postgraduate course on the food 
law, October 25, 1949 


Administrative Food Rulings 





we called ‘Policy Letters’’ and sometimes “Information Letters” were 
primarily statements of policy addressed to members of our own or- 
ganization and are not available for public distribution. There also 
have been a number of “Trade Notices” in the form of published 
announcements to the trade. With the passage of the Administrative 
Procedures Act, we stopped issuing T. C.'s, and, when necessary, have 
published statements of our policy in the Federal Register as that Act 
requires. Sometimes our interpretations have been set forth in -pro- 
posals for standards on which public hearings were to be held. These 
too have appeared in the Federal Register. 


Perhaps we may use the term “ruling” loosely to refer to all the 
different ways that I have just mentioned by which we make our opinions 
known, but for me to attempt to recite any substantial portion of these 
500 or more “rulings” here would be a formidable undertaking and would 
bore you unnecessarily. It is my purpose instead to discuss a few of the 
administrative problems that have arisen under the Act and to show, 
by citing the decisions we have made, how we have sought to apply the 
pertinent provisions of the Act in a way which would give the consumer 
every bit of the protection we believe Congress intended him to have and 
at the same time not burden the industry unnecessarily or unreasonably. 
The positions we have taken have been those which we considered the 
fairest and most logical at the time, but they have not been immutable, 
and ofttimes, as I shall show later on, additional information or changed 
circumstances have caused us to modify or even reverse our opinions. 
As I was looking over some of the early T. C. letters, I ran across several 
which made me pause and wonder how we ever came to that particular 
decision. I concluded that with us it was just like the old story of the 
culprit who had been drunk and was now on trial in magistrate’s court 
for throwing a brick through a plate glass window. When His Honor 
asked him why he had done such a thing, he could only reply that he 
recognized his error now, profoundly, but it seemed like a mighty good 
idea at the time. 


Label Statement of Ingredients 


When the present Act became law, the requirement that struck the 
food industry with the greatest impact was that of Section 403(i)(2), 
requiring that if a food is fabricated from two or more ingredients—as 
‘ practically all commercially prepared foods are nowadays—the label 
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must bear a statement of the various ingredients present. This was 
something new! The old Act of 1906 had had sanitary requirements 
and prohibitions against adulteration and misbranding that were not 
greatly different from those of the new Act. The industry had learned 
to live with these through the years. But this requirement of an ingredient 
statement was something else again. It meant that practically every 
food label in commercial use would have to be revised. And it couldn't 
be done just by listing the ingredients in fine print away off on the back 
side somewhere along with the recipes. For the Act said that the state- 
ment should be so conspicuous and in such terms as ‘‘to render it likely 
to be read and understood by the ordinary individual under customary 
conditions of purchase and use.’ Many packers went ahead and revised 
their labels as the law requires, but I imagine that many others read 
the law hopefully to see if perhaps there were not some way out, short 
of redesigning and reprinting their own labels and those of buyers to 
whom they supplied merchandise for their private label trade. 


The first escape no doubt seemed readily apparent, for the same 
section of the Act that requires the ingredient statement goes on to pro- 
vide that ‘‘to the extent that compliance with the requirements of 
clause (2) of this paragraph is impracticable, or results in deception or 


unfair competition, exemptions shall be established by regulations pro- 


mulgated by the Administrator." Immediately, numerous requests were 
addressed to the Administrator, or rather to the Secretary of Agriculture, 
since we were still in the Department of Agriculture at that time, asking 
him to make widespread exemptions based on the impracticability of 
compliance. But this the Secretary refused to do, feeling that imprac- 
ticability meant something more than mere inconvenience or moderate 
expense. Nor did he grant any exemptions on grounds that the dis- 
closure of ingredients might result in unfair competition. We have found 
that there are very few ‘‘trade secrets,” for a competitor's chemists can 
usually determine the formula for any product placed on the market. 
The only exemption made by regulation at that time or since is that 
afforded by regulation 1.10(e)(1), which provides that the ingredient 
statement may be left off if the label space is so small that there just 
isn't room for it and the other required information, but even then, if 
sufficient room can be gained by omitting the net weight statement, the 
latter may be left off and the ingredient statement inserted. 
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The second way by which a food may escape the necessity of an 
ingredient statement is to have a standard of identity established for it, 
and, so, many requests were received for identity standards for various 
and sundry foods. In the past ten years, many such standards have been 
established, but we have sought to let the potential benefits to the con- 
sumer and to the industry, which might be expected from a standard, 
dictate the order in which we take up foods for standardization, rather 
than to standardize solely for the sake of permitting the ingredients 
statement to be omitted. 


For those products for which standards would sooner or later be 
made, Section 902 of the Act made provision for avoiding the immediate 
necessity of label declaration of ingredients. This section provides that 
the Administrator may exempt such foods from the requirements of 
Section 403(i)(2) for a reasonable time to permit the promulgation and 
effective application of definitions and standards of identity. Since we 
contemplated that numerous identity standards would be made in the 
first few years following the effective date of the Act, the Secretary of 
Agriculture made a large number of foods exempt for a two-year period. 
This was done in a press notice dated February 15, 1939. Among the 
products exempted were breads, cheeses, fruit preserves, frozen desserts, 
certain canned vegetables and canned fruits, and several other foods. 
In allowing ourselves only two years to establish standards for these 
products, it now appears that we were incredibly optimistic, for we did 
not realize how time-consuming the procedure established by the Act 
for formulating standards would prove to be, nor that the intervention 
of a world war would bring standard making activities to a five-year halt. 
The end of the two-year period found us with the program only par- 
tially completed. Accordingly, on January 21, 1941, we extended for 
an indefinite period the exemption for those products originally exempted 
which had not yet been standardized. Today, we have standards for 
most of them. The remainder continue to be exempt from the require- 
ment for listing the ingredients. 


All other foods had to comply with the requirements of Section 
403(i)(2), and the labels had to be revised accordingly. The Admin- 
istration made it known that, although we had no authority for formally 
approving labels, we would be glad to comment informally on any label 
which the owner cared to submit together with full information about 
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the product on which it was to be used. We would not undertake to 
comment on a label unless we knew the exact composition of the product 
it was intended for, nor would we comment to anyone on a competitor's 
labels. In the first year of the new Act, we must have commented in 
informal fashion on literally thousands of labels. As the work of revising 
labels proceeded, we made several rulings in the interest of simplicity 
and to promote better understanding on the part of the consumer. For 
instance, regulation 1.10(a) provides that where an ingredient of a food 
product is itself a standardized article prepared from two or more ingredi- 
ents, it may be listed in the ingredients statement by its standardized name 
without listing its own components. For example, the label of a food in 
which tomato ketchup is an ingredient may list it simply as ketchup rather 
than listing it as tomatoes, onions, vinegar, and so on. We permitted 
shortening and leavening agents to be designated as such rather than 
naming each one of the ingredients which had gone to make up these 
agents. We allowed certain chemicals such as ammonium chloride and 
potassium bromate, which are used in bakery products as yeast nutrients, 
to be designated as ‘‘yeast nutrients” rather than by their chemical names. 
Artificial flavors which are frequently very complex organic chemicals 
having the type of tongue-twisting name which the newspapers delight 
in stringing across about three columns gave us a few bad moments. 
We finally decided that if the chemical name was popularly known it 
should be used, otherwise, the constituents could be listed by the chemical 
groups into which they fall, together with the name of one representative 
chemical compound in the group, thus: ““‘Benzaldehyde and other alde- 
hydes,”’ ““Diacetyl and other ketones” and the like. We just couldn't see 
that a recital of a long list of technical names would give the consumer 
any information that a statement of their general composition and pur- 
pose would not give more intelligibly. 


Some of the labeling requirements of Section 403 apply only when 
the food is in package form. Usually, it is not difficult to determine if 
this is the case, since a sack of potatoes or a can of beans is obviously 
a package of food. But there are instances when this is not so clear-cut, 
as, for example, penny pieces of candy each wrapped in waxed paper or 
cellophane and packed together in a five-pound carton. There is no 
doubt about the latter; it must bear all of the required information. 
But what about the cellophane wrapped pieces? We finally decided in 
T. C. 257 that they are not food in package form and need not bear 
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labeling. However, if any printed information appears on the wrapper, 
then we feel that all of the information required by the Act should also 
appear. I must confess that we have not always been entirely consistent 
on this subject, for in the case of frozen fish fillets wrapped in cellophane, 
we have ruled in T. C. 258 that they need not bear a statement of the 
individual net weights, since each fillet is weighed at the time of sale, 
but should tell the kind of fish and the name and address of the packer. 
We felt there was no hardship to the packer in complying with this 
requirement, and it would give the purchaser information she would 
like to have. 


The law requires that a food shall be labeled with its common or 
usual name, if any there be. This is not always as easy to comply with as 
one might think. For what is undeniably the common or usual name in 
one part of the country may have no meaning or an entirely different one 
somewhere else. An example is lima beans, which are generally known 
as such. However, in large areas of the South we know them and 
commonly refer to them as “butter beans.’ On the other hand, in New 
England, the term “butter beans” means yellow wax beans. A similar 
situation exists with respect to sweet potatoes, which are often referred 
to as ‘yams. Actually, the yam is an entirely different vegetable, but 
you'd never make the restaurant operator who puts “candied yams” 
on his menu believe that. Likewise, blueberries are known in many parts 
of the country as huckleberries, and elsewhere huckleberries are called 
blueberries. We have tried to reconcile these differences by suggesting 
that, when labeled, the more generally used name be given first promi- 
nence with the local synonym placed in parentheses or in less bold type. 


Next came the question of where to place the information required 
by Section 403. The Act requires that it be placed conspicuously, as I 
have mentioned earlier, and we took the position that this could best be 
done by placing all of the required information on the principal panel 
of the label or, in the case of a round can with a label having front and 
back display panels, it should be placed on both of them. A great many 
requests were received to permit the mandatory information to be printed 
on one of the side panels of the label of cylindrical cans. We finally 
announced in T. C. 205 that although we still felt that the requirements 
of the Act could most readily be met by placing the mandatory state- 
ments on the principal panel, it was a question of fact in each label 
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whether the required degree of conspicuousness had been achieved, and 
we recognized that this could quite often be done by using the side 
panel. A number of canners then designed labels in which each of the 
main panels took approximately 40 per cent of the label space and the re- 
maining 20 per cent between the two panels was reserved exclusively 
for statements required by the Act. Where these were printed in large 
type on strongly contrasting background, we have felt satisfied that 
they complied fully with the Act. On square containers, we have in- 
sisted that the mandatory information appear on each display panel. 
On boxes of candy where the list of ingredients may be quite long, we 
decided that the requirements of the Act would be met if the list of 
ingredients began in a conspicuous position on the top of the box and then 
continued down the side. This opinion was given in T. C. 240. These 
are but a few typical examples of the decisions which we made in at- 
tempting to obtain full compliance with the Act, without at the same 
time working undue hardships on the food industry. We continue to 
deal in the same spirit with similar problems which arise from time to 
time even now. 
Use of Dextrose to Replace Sugar 

As soon as we undertook to establish standards for canned fruits, 
which were among the first products to be standardized, we ran into 
another problem destined to plague us for several years. This involved 
the use of dextrose, which was strongly advocated at the public hearings 
to replace a part of the sugar in canned fruits, and the question of 
whether or not it should be declared on the label and, if so, in what 
terms. The problem generated such a heated controversy between those 
favoring and those opposing the use of dextrose that perhaps I should 
give you some of the early background of dextrose. Originally, of 
course, people used only sugar and honey to sweeten their foods, but 
some 50 or more years ago chemists developed methods of treating corn 
starch with mineral acids, by means of which they obtained a dark sticky 
product of limited sweetness known commercially as ‘‘glucose.’’ Glucose 
was, of course, inferior to sugar in sweetness and in degree of purity. 
But it was cheaper than sugar, and, at the time the Food and Drugs Act 
of 1906 became effective, it was in rather general use as a substitute for 
sugar in many processed foods. Dr. Wiley had opposed its use quite 
vigorously, and it had received widespread and unfavorable publicity 
in the campaign for a Pure Food Law. Perhaps the product had been 
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given an even worse name than it actually deserved, but at this late 
date I couldn't say. Meanwhile, the chemists continued to improve 
manufacturing processes, and, by the middle twenties or thereabouts, 
corn sugar or “dextrose,” as it was now called to escape the odium that 
the name glucose still carried in the minds of those who remembered 
its use from the pre-1906 days, became available as a pure white crystal- 
line compound. The new product was as much superior to the early 
glucose as table sugar is to molasses, but, because of its inherent nature, 
it remained less sweet than cane sugar or “sucrose,” as it is called 
chemically. In 1930, Secretary of Agriculture Hyde had made an a1 
nouncement of policy very favorable to those interested in using pure 
dextrose. The famous “Hyde Ruling,” as it was called, had permitted 
dextrose to be substituted in whole or in part for sugar in sweetened 
products without label declaration. We should remember, though, that 
the 1906 Act did not require the declaration of ingredients on food labels. 


When standards of identity for canned fruit were proposed, the 
dextrose advocates wished the policy expressed in the Hyde Ruling to 
be continued, but we were in considerable doubt as to whether such a 
course was justified on standardized products, especially in the face of 
the provisions of the Act which authorize the Administrator to require 
the declaration on the label of optional ingredients permitted by the 
standards, if in his opinion the declaration will promote honesty and 
fair dealing in the interest of the consumer. In the record of the hearing, 
the testimony for and against the use of dextrose, with or without label 
declaration, ran to many, many pages. Eventually, tentative standards 
were published permitting the use of dextrose without label declaration, 
but with the provision that, because dextrose is only about two-thirds 
as sweet as sucrose or ordinary sugar, a correspondingly greater quan- 
tity of dextrose must be used. This was what we termed the principle 
of “equivalent sweetness,’ that is, syrups of a designated strength would 
all have the same degree of sweetness whether composed of sucrose 
alone, or dextrose alone, or a mixture of sucrose and dextrose. This 
was not satisfactory to either the dextrose or the sucrose interests, and 
the U. S. Cane Sugar Refineries Association and others petitioned the 
Circuit Court of Appeals for judicial review of the standard. The 
dextrose advocates voiced their disapproval emphatically, but did not 
take any formal action. Meanwhile, the fruit canners themselves were 
dissatisfied with other provisions of the tentative standards and peti- 
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tioned for a new hearing to introduce additional evidence as a basis for 
amending them. Arrangements were made to withdraw the case pending 
before the Circuit Court of Appeals and to hold a second series of 
hearings. These were held, and, on the basis of the testimony there 
adduced, the standards which are in effect at the present time were 
promulgated. These do not provide for the use of dextrose as the sole 
sweetening agent and place a limit on the proportion of dextrose that 
may be used in combination with sucrose. They do not require the label 
declaration of either of the sugars used. The principle governing this 
solution of the problem is that dextrose and sucrose have identical food 
values. Dextrose, as I have said, is slightly less sweet than sucrose, 
but this difference in sweetness in syrups containing the proportion of 
dextrose permitted by the standard is so slight as to be insignificant, if 
not actually undetectable. Since dextrose-sucrose syrups have the same 
food value, the same specific gravity, and substantially the same sweet- 
ness as all-sucrose syrups, label declaration would be of no practical 
significance to the consumer. 


Weight of Syrups for Canned Fruit 


We barely had settled the dextrose controversy when we were 
confronted with another problem involving the proper labeling of stand- 
ardized canned fruits. The standards of identity as they were finally 
promulgated provide for light, heavy, and extra heavy syrups, with 
maximum and minimum limits on the specific gravity of each one. For 
example, peaches in heavy syrup must have not less than 19 per cent 
and not more than 24 per cent of sugar or sugar and dextrose. It is 
mandatory that the syrup strength be stated on the label, as “‘light,” 
“heavy,” and so forth. Early in the war, however, as you recall, a sugar 
shortage developed, and one of the first sugar rationing orders restricted 
the amount of sugar which a canner could use in packing a given number 
of cases to 90 per cent of the sugar which he had used to pack the same 
number of cases of that food the previous year. That is, if a canner 
had used a ton of sugar to pack a thousand cases of sweet cherries in 
1941, he could use only 1800 pounds to pack a thousand cases in 1942. 
There was no restriction on the total number of cases which he might 
pack nor on the amount of sugar which he might use. The order was 
simply designed to reduce the proportion of the fruit packed in the 
heavier strengths of syrup and to increase the proportion of that packed 
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in the lighter syrups. Many canners were never able to see it this way, 
however, and insisted that they should save sugar by reducing all syrup 
strengths by ten per cent. In many cases, this would cause the syrup 
strength to fall below the minimum required by the standard for that 
particular syrup and into the upper range of strength specified for the 
next lighter syrup. This was quite satisfactory to us if the labels de- 
clared accurately the strength of syrup used, but some canners contended 
that, because of the emergency, they should be allowed to continue to 
use labels showing the heavier syrup concentrations even though the 
product failed to live up to the definition for the syrup strength declared. 
We took the position that a standard of identity is an absolute and 
reasonably permanent thing. It should not be swayed by every economic 
wind that blows. The standards had defined syrup strengths more or 
less in terms of the same limits that had been used for years and which 
the housewife had come to expect. We realized that during the stress 
of war she would not be able to get her canned fruits as sweet as she 
had had them before the war, but they should, nevertheless, be sold for 
just what they were; namely, fruits packed in lighter weight syrups. 
This was all the more necessary at a time when both the sugar and 
the canned fruits were rationed and she could not as readily make up 
for any unexpected lack of sweetness by adding sugar from her own 
supply. There were many meetings and much correspondence before 
our view finally prevailed, and, even then, we found it necessary to 
bring quite a number of legal actions against canned fruit misbranded 
as to syrup strength. 


Use of Mineral Oil as a Substitute for Edible Oils 


Another product sometimes used as an ingredient in food that has 
given us concern is mineral oil. Mineral oil is taken regularly by a 
great many people as a laxative and is sometimes substituted for edible 
oils in the home by persons who wish to reduce their intake of fats. 
Until a few years ago, there was no evidence that mineral oil used 
in this way could have any deleterious effect or, indeed, that it was 
absorbed from the digestive system. We regarded it as a completely 
inert substance which served only as a lubricant and mechanical laxative. 
But we had always taken the position that, when it was used in ordi- 
nary foods as a substitute for edible fats or oils, it caused the foods to be 
adulterated and hence in violation of the law if shipped in interstate 
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commerce. We had based this position on the provision of Section 
402(b)(1) and (2) which deems a food to be adulterated if any 
valuable constituent has been omitted or if any substance has been 
substituted therefor. In view of the widespread use of foods containing 
mineral oil by those who were careful of their calories, we had permitted 
such foods to be labeled as special dietary foods under the provision of 
Section 403(j). The regulations promulgated under this section and 
published in the Federal Register, November 22, 1941, required that the 
label show the presence of mineral oil and caution that the food was only 
for the use of those who must watch their fat intake. However, it soon 
came to our attention that certain products containing mineral oil, chiefly 
so-called mayonnaise and other salad dressings, were being packed in 
large sized containers holding a gallon or more, and these were being 
labeled as special dietary foods. The practice became even more wide- 
spread during the war when edible fats and oils grew scarce and were 
rationed. We recognized at once that there was opportunity for abuse 
in this practice, since it seemed unlikely that any great number of con- 
sumers of these products would ever see the actual labeling on the Num- 
ber 10 can or the gallon jar. Our fears on this point were confirmed 
when we observed that these containers were oftentimes going to hotels 
and restaurants. 


Meanwhile, medical research had discovered that, far from being 
inert, mineral oil has the ability to extract the fat-soluble vitamins from 
the diet with which it is used, leading to the possibility of a vitamin 
deficiency in individuals whose intake of fat-soluble vitamins may be 
adequate. This is particularly true when the mineral oil is consumed 
along with the meal. It was also discovered that, although it is not 
absorbed when taken as a liquid, if mineral oil is emulsified in such a way 
that the oil is dispersed into droplets having an extremely small diameter, 
as was exactly the case when it was made into mayonnaise and salad 
dressings by means of high speed modern mixing machinery, the mineral 
oil is then absorbed readily through the intestinal walls and is deposited 
in the liver where it has a very definite degenerative effect. Armed with 
this scientific information, we announced in T. C. 8-A, dated April 4, 
1946, that mineral oil has no place in foods, not even those bearing the 
label for special dietary use. Our position in this respect was bitterly 
contested by the manufacturer of one mineral oil ‘‘“mayonnaise,”’ but after 
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a prolonged court contest inthe Federal District Court in New Hamp- 
shire, a verdict was returned upholding our position. 


Failure To Comply with a Standard of Identity 


The question of what to do with foods which do not comply with 
an applicable standard of identity has given us as much concern, proba- 
bly, as any other portion of the Act. Whereas Congress made adequate 
provision fo: labeling foods which do not meet standards of quality or 
of fill of container, the law is silent as to what shall be done with those 
that fail to meet standards of identity. We have interpreted it as the 
intent of Congress that these should be illegal under any form of 
labeling and, hence, forbidden in interstate commerce. This view was 
upheld by the Supreme Court in the Farina decision and by the Court of 
Appeals for the Second Circuit in the Catsup decision [CCH Food Drug 
Cosmetic Law Reports { 7090]. But to adhere to it rigidly in our day- 
to-day operations leads us sometimes into positions which, if not un- 
tenable, are “exposed,” to say the least. For example, the standard of 
identity for canned sweet potatoes provides for three optional forms: 
whole, pieces, and mashed. The evidence at the hearing held prior to 
the promulgation of the standard indicated that these were the only 
forms in which sweet potatoes were ever packed. If any other forms 
had been mentioned, they would have been provided for, but they 
weren't. So the standard became effective, and pretty soon along came 
a canner who wanted to pack his sweet potatoes as “sliced potatoes’ 
and asked our advice on how to label his product. Should we tell him 
that there was no provision for it in the standard: that it was therefore 
illegal under any form of labeling and its shipment in interstate com- 
merce would constitute an affront to the peace and dignity of the United 
States? We thought about that awhile and decided that the product was 
actually pieces of sweet potatoes and should be so labeled. If the pieces 
were also uniform slices, there would be no objection to an additional 
label declaration of that fact. 

It usually is not possible to reconcile products of this kind with 
>xisting standards, however, as we see when we consider asparagus 
packed in asparagus juice, or potatoes with added traces of calcium 
chloride to prevent their sloughing off in the can, or peaches flavored 
with rum. When each of these products came to us for consideration, 
we held that they had no legal status under the identity standards as 
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they were then written, and that it would be necessary to hold public 
hearings and amend them as provided for in Section 701(e) of the Act. 
This was done, and each of the three products mentioned is now provided 
for in the standards. 


Another illustration was afforded during the war. The identity 
standard for canned tomatoes provides that they be peeled, and the 
quality standard makes them substandard if more than one square 
inch of peel per pound of net contents is present. Owing to the wartime 
scarcity of labor, some west coast canners wished to pack whole un- 
peeled tomatoes and label them as such. The question was, did they 
purport to be the standardized article, canned tomatoes? If they did. 
they failed.to comply with the identity standard, since they were not 
peeled and were also substandard in quality because of excess peel. 
When the packer sought our advice about the status of such a product, 
we told him that if the finished food consisted of substantially whole, 
unpeeled tomatoes which were clearly a different product from ordinary 
canned tomatoes, we would not object to their sale under proper in- 
formative labeling. If the product simply turned out to be broken-up 
pieces of tomatoes with loose skins—in other words, if it purported 
to be ordinary canned tomatoes—we should have to regard it as sub- 
standard in quality and perhaps of doubtful legality under any labeling. 
This was exactly what happened when trial packs were made, and, 
so far as I know, the plan was abandoned. 


Problems Involved in Actual Seizures 

The decision of what is the proper course to take causes us even 
more head-scratching when we are faced with a condition in the form 
of an actual seizure of goods which fail to comply with the identity 
standard, rather than a theory in the form of a request for comment 
and advice from someone who proposes to prepare such a product. Let 
us suppose for a moment that a seizure has been made of a large ship- 
ment of tomato puree which, instead of the 8.37 per cent salt-free 
solids called for by the standard, has only 7.75 per cent solids. It is 
misbranded because it is represented as tomato puree and fails to comply 
with the standard of identity. The product it most nearly resembles 
is tomato juice, but it cannot be labeled as tomato juice because the 
latter is an unconcentrated article, whereas the product in question is at 
least slightly concentrated. In fact, there is no legal way in which it can 
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be correctly labeled. Yet, it is a perfectly wholesome food, and it would 
be a shame to destroy it, even if the court could be persuaded to order 
such destruction. Our solution for this dilemma has been to permit 
the claimant to take the goods down under bond and use them in the 
manufacture of some other food product such as soup or tomato ketchup. 


From time to time, under the old Act as well as under the present 
Act, and particularly during the recent years of food shortages in 
Europe, claimants have appeared in food seizure cases and have peti- 
tioned the court for permission to export the seized merchandise to 
some foreign country. We have always opposed this for several reasons. 
‘First, it would encourage failure to comply with the provisions of our 
Act, since the penalty for getting caught would be merely to find a for- 
eign purchaser for the goods. Next, it would leave American industry 
open to the charge that it was dumping its unfit material onto foreign 
consumers who, in their present distressed condition, are powerless to 
protect themselves. But our strongest objection has been based on 
our feeling that Section 801 (d), which provides for export exemptions, 
under certain specific conditions, did not contemplate any such practice 
as releasing seized merchandise for export. Recently, we had an oppor- 
tunity to obtain an appellate decision when a District Court granted 
permission for a seized lot of adulterated food to be exported. The 
Court of Appeals [CCH Food Drug Cosmetic Law Reports © 7090] 
reversed the lower court and upheld our view that Section 801(d) is 
not applicable to domestic shipments which have come to grief in 
interstate commerce. 


Labeling and Packaging of Semi-Prepared Foods 


I might touch on a few of the aspects of labeling and packaging 
new foods with which we have dealt in recent years. As any of us 
knows who has helped do the grocery shopping, there has been a 
very rapid growth in the development and promotion of semi-prepared 
foods such as roll and cake mixes, dry constituents for making pie fillings, 
cake icings, candy, and frozen desserts. While many of these have 
been bona fide products which can be relied on to serve the purpose 
for which they are sold without requiring the consumer to furnish addi- 
tional valuable ingredients. there is always the temptation for a pro- 
moter of such a product to package the cheap constituents such as the 
flour, salt, and baking powder and then label it with directions calling 
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for the purchaser to add the dearer ingredients such as the eggs, the 
butter, and the sugar. We have no basis for objecting to this practice, 
provided the packaged product is plainly labeled to show just what 
it is, and what will be required in addition, to yield the final finished 
article of food. But when such a product is labeled in large type as 
a “cake mix’ or a “lemon pie filling’’ together with a vignette of a 
luscious looking cake or pie and it is only after the housewife gets 
it home and reads the fine print that she learns that she must add the 
eggs, the milk, the shortening and perhaps the lemons, then we feel 
that such labeling is deceptive. Some of the products we have encoun- 
tered of this type remind me of that old story of the “Soup Stone’”’ 
I had as a reading lesson in grammar school. Some of you may recall 
it: It seems that one cold, rainy day a poor, bedraggled tramp knocked 
at the kitchen door of a farm house and asked the good wife to let 
him come in and sit by the stove to dry out. She was not at all cordial 
to the idea, but, not having the heart to turn him away, she let him in. 
He sat down in a corner, and, after getting warm, he reached in his 
pocket and brought out a large, clean, white stone. This aroused the 
housewife’s curiosity, and she asked about it. He explained quite seri- 
ously that it was a ‘soup stone’’—a most unusual possession—and that 
it was capable of producing a very delicious soup. If she would be kind 
enough to lend him a pot and a little water, he’d be glad to show her 
how it worked. This she did, and he put the stone on to boil. Pretty 
soon he tasted it, smacked his lips, and pronounced it progressing satis- 
factorily, though perhaps not quite salty enough for some people's taste. 
Would she give him a pinch of salt? She did, and it cooked awhile 
longer. Then he tasted it again and declared it was as good as any 
soup he had ever tasted, but he had noticed some onions in the bin 
over there, and, if she liked the flavor of onions in her soup, maybe 
it would be a good idea to put a few in the pot. She gave him some, 
and you can foresee the confidence game he worked on her. Taking 
advantage of her low I. Q., he played her for all she was worth and 
got everything in the soup it needed, including a piece of beef. He 
and she then ate the soup, she praised it as the best she had ever had, 
he fished out his “soup stone” and went his way rejoicing, leaving her 
with the dishes to wash. The story goes that it wasn’t until her hus- 
band came home at night and she told him about it that she realized 
that she had been “‘taken in.” Truly, some of the prepared food mixes 
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which we have seen have been veritable ‘soup stones.” It has been 
our position as announced in T. C. 290 that to be properly called a 
“mix,” such a product should contain all of the necessary ingredients 
except the water needed to prepare it for cooking. Otherwise, it should 
be plainly labeled to show just what it is, and what must be added to 
it to achieve the finished product. Most of the articles of this type 
now on the market comply with this concept, and we are continuing 
our efforts to correct the labels of those which do not. 


Packaging of Frozen Foods 


A container completely suitable for frozen foods has not yet been 
developed, although several are now in general use, and others have 
been tried at one time or another and discontinued. What is needed 
is a tightly closed container which can be filled and sealed by high- 
speed machinery requiring no more hand labor than that necessary in 
preparing canned foods. In attempting this, some packers of frozen 
foods, especially those who are canners also, have used the ordinary 
hermetically sealed tin can, with which we are all familiar, as a con- 
tainer for their frozen food products. This practice has given us some 
uneasiness, for we could imagine circumstances where one member of 
a family might buy the frozen food in tin cans at the grocery store 
while someone else in the family might later undertake to put them 
away in a pantry or cupboard. Unless the frozen food container was 
quite distinctively marked, it would be entirely possible for the latter 
individual to mistake it for an ordinary unit of canned goods and 
store it away, without realizing that it was a perishable product and 
must be kept under refrigeration. Even the fact that its contents were 
frozen might not be apparent if the groceries had been brought home 
from the store during cold weather and all of the articles felt cold 
to the touch. A container of frozen food stowed away in a pantry 
under such circumstances would undoubtedly spoil in a day or so, and, 
while this would represent an economic loss to the purchaser, we were 
even more concerned in the possible health hazard involved. We were 
especially afraid that in frozen vegetables or frozen meat or sea food 
products botulinus organisms might grow and develop their deadly 
toxin under the anaerobic conditions in the hermetically sealed can. 
In order to evaluate this possibility, we performed considerable experi- 
mental work allowing various frozen foods sealed in ordinary tin cans 
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to spoil at room temperature. The results we obtained allayed our 
fears, for we found that in every case the ordinary organisms which 
cause spoilage developed so rapidly that the can either swelled and 
burst before the botulinus organisms could grow or that they generated 
such an acid condition in the can that the botulinus, which requires 
a non-acid environment, would not develop. Our investigations were 
corroborated by even more extensive research by the Hooper Founda- 
tion for Medical Research and by the Western Regional Research 
Laboratory. Accordingly, we have advised members of the industry 
that we have no objection to their packaging frozen foods in hermetically 
sealed metal containers, but that we are of the opinion that the types of 
cans used for frozen foods should differ in style and design from those 
in which canned foods processed by heat have been customarily packed. 
The label, moreover, should be distinctive and should make abundantly 
clear that the product is perishable and must either be kept frozen or 
be used immediately. 


Addition of Chemicals to Foods 


One of the pressing problems in the early stages of enforcement 
of the Food and Drugs Act of 1906 was the addition of chemicals to 
food. Boric and benzoic acids, sulfur dioxide, saccharin, and metallic 
salts were in common use, we learn by reading the ancient writings. 
Although the details of this problem have changed somewhat, the 
problem itself is with us today and is just as pressing, if not more so, 
as it has been at any time during the 40-year interval. Chemicals 
added to food fall into two general groups: in the first group are those 
added for their preservative action against molds and bacteria, as anti- 
oxidants to retard rancidity, as emulsifiers, as inhibitors of changes in 
color, flavor, or texture, as fat substitutes, or, as we sometimes think 
when we get a little discouraged, just for the hell of it! In the second 
group, I think of those chemicals that get into food more or less as 
the inevitable result of man’s effort to produce, harvest, and store his 
food crops in spite of insects, fungi, and plant diseases. 


Considering the first group for a moment, we find two hardy peren- 
nials are still with us: sulphur dioxide and sodium benzoate. To these, 
sodium and calcium propionates have been added in recent years. These 
are all used as chemical preservatives and have a limited usefulness 
as such under certain restricted conditions. Where they do not serve to 
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conceal damage or inferiority; we have permitted their use in a discour- 
aging sort of way, usually expressing the opinion, when we are asked, 
that they may be used with label declaration if the packer so wishes, 
but that it is our belief that the food could be prepared just as well 
without them under proper processing and storage conditions. In 
recent years, a host of anti-oxidants and other chemical adjuvants has 
been developed. Before giving these even our grudging approval, we 
have made extensive toxicity studies. Asa result of these studiesssome 
of the substances proposed for use in food—on convincing evidence 
of harmlessness—have been permitted, while in the case of others 
where toxicity, either chronic or acute, has been demonstrated, we have 
stated that we would regard them as adulterants in any food in which 
they were used. In the case of new chemical compounds proposed for 
food use where little or no toxicity data exist and in some cases where 
chemical methods for their detection in foods are lacking, we have taken 
the position that they should not be used. If, in spite of this, they are 
used in foods, it is solely on the responsibility of the user. 


At this point, I probably should explain our attitude on the delib- 
erate addition of chemicals to foods. The law does not forbid them 
if they are not harmful and do not conceal inferiority, and so neither 
can we. But we always look askance at them. The responsibility must 
rest squarely on the manufacturer who uses them. It is his duty to 
assure himself in every way possible that the addition is without poten- 
tial harmful effect. If we have any knowledge of the substance, we 
will be glad to tell him of it, but, if information is lacking as to the 
freedom from danger of the article he is interested in, it is incumbent 
upon him to get the facts by properly conducted research work. For 
our own information and reassurance, we conduct many such toxicity 
studies, but it would patently be impossible for us to study every chem- 
ical proposed. Our Division of Pharmacology has developed an exten- 
sive program which serves as a model for studying the toxicity of 
substances intended for use in foods or which may find their way into 
it as contaminants. For chronic toxicity studies, this program calls 
for feeding experiments at several intake levels conducted on at least 
two species of animals: rats, guinea pigs, or other rodents, and dogs 
or monkeys. The experiments should be carried on over the entire 
life span of the rodents, with attention given to second and third 
generation off-spring. On the dogs or monkeys, the feeding should 
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be continued for a year or longer. Careful post-mortem examinations 
are called for to detect any histological changes. The acute toxicity 
can be determined fairly rapidly using three species of animals, includ- 
ing one non-rodent group. The toxicity results must then be translated 
from animals to man, and a safety factor of at least 100 to 1 should 
be allowed. Even then, | sometimes wonder whether the pharmacolo- 
gists have their fingers crossed on some permitted substances. 


Based on the type of studies I have just described, we permitted, 
in T. C. 374, the use of propylene glycol as a vehicle for flavoring 
extracts, and we likewise have permitted the use of certain stearic acid 
derivatives of propylene glycol. We have allowed the use of sodium- 
carboxy-methyl-cellulose as a gum in food, and the following substances 
are among those which we regard as not unsuitable for use as anti- 
oxidants: resin guaiac, nordihydroguaiarectic acid, tocopherol, lecithin, 
propyl! gallate, thiodipropionic acid and its dilauryl or disteary] esters, 
and butylated hydroxyanisol. Some of these have been permitted for 
several years. On the other hand, our studies revealed that monchlor- 
acetic acid, which was being widely exploited for use as a preservative 
in wines and other foods, was highly toxic, and, in T. C. 5A, we 
expressed the belief that its use would render a food adulterated under 
Section 402(a)(1) and followed this decision up with vigorous regula- 
tory action. We expressed the same opinion in T. C. 145 with respect 
to di-glycol-stearate, and, in a statement of policy to our own officials, 
we said ‘we regard such compounds as pyrogallol and hydroquinone 
as poisonous substances and food containing them in any concentration 
would be considered adulterated. We have no information on the 
toxicity of ethyl gallate and would be unwilling to speculate on this 
question solely on the basis of the data available on propyl! gallate. 
We believe it is the responsibility of the manufacturer to satisfy himself 
as to the nontoxicity of any product before adding it to food.” 


Before discussing the second general group of chemicals in food, 
that is, those that find their way in as an unfortunate result of man’s 
war with insects, I perhaps should discuss the position of saccharin 
briefly. Saccharin is not added for any of the reasons assigned to 
the first group of chemicals I have just discussed, but is used solely 
as a substitute for sugar. We have taken the position in T. C. 311 
that such use is proper only in foods prepared for special dietary use 
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and labeled to show plainly that saccharin has been added in place 
of sugar and that a food so prepared should be used only by those 
who for sound medical reasons must restrict their intake of carbohy- 
drates. In all other cases, we have regarded saccharin as an adulterant 
under Section 402(b)(2). This was a difficult position to maintain 
during the war when we received numerous urgent and sometimes 
desperate requests to permit saccharin in soft drinks, pickles, and the 
like. Oftentimes, representations were made to us that, unless the 
manufacturer were granted permission to use saccharin, he would be 
unable to prepare his pickles, relish, or what have you, and that, con- 
sequently, his cucumbers or other raw material could not be utilized 
and would spoil with the resultant loss of urgently needed food stuff. 
We felt that it was wiser to take the long view under these circum- 
stances and refuse to permit saccharin even though it conceivably might 
result in the loss of food rather than permit the custom and precedent 
of using saccharin in ordinary processed foods to become firmly estab- 
lished. A number of food manufacturers did not see eye to eye with 
us on this principle and forced us to take regulatory action against 


many interstate food shipments. 


The chemicals finding their way into foods as spray residues, to 
use the term in a very broad sense, are giving us more concern right 
now than the first group. For many years there were only three chem- 
icals worthy of mention in this class, namely: lead, arsenic, and fluorine, 
but the development of DDT during the war opened up an entire new 
field of organic insecticides. DDT and all its derivatives, benzene 
hexachloride, the chlorinated camphenes, the organic phosphates, and 
a great many others, actually have been introduced on the market or 
are in process of preparation. Our position with respect to insecticides 
can be made clear by quoting Dr. Dunbar at the meeting of the National 
Agricultural Chemicals Association last May: 

To begin with, let me state a few fundamentals. (1) The Food and Drug 
Administration recognizes that the use of insecticides is necessary both to bring 
many agricultural food crops to maturity in a condition suitable for human consump- 
tion and to protect many foods against insect depredations during manufacturing 
operations and storage. (2) By and large insecticides are poisons. If they were 
not poisonous they would be of no value as insecticides. Their toxicity varies only 
in degrees. (3) The terms of the Federal Food, Drug, and Cosmetic Act do not 


preclude the use of insecticides, but they do make provisions to guarantee that when 
they must be used consumer safety shall be assured. 
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This has required individual study not only of the toxicity of the 
chemical itself, but of the toxicity of the possible breakdown products 
which may result from weathering after it has come in contact with 
the food. Such studies have been accompanied by the development 
of new analytical methods necessary for detecting micro quantities 
of these organic chemicals and have required that a large part of the 
activity of our scientific staff be devoted to this problem alone. 


Recognizing, as we have, that the use of insecticides and other 
“economic poisons” (as the trade describes them ) is inevitable in present 
day food production, we have turned our attention to the matter of 
setting safeguards around their use and regulating the kind and quan- 
tity of residues which we must permit. With this end in view, the 
Administrator on September 17 published a notice of a public hearing 
to be held in January 1950. At this hearing we plan to take evidence 
on the following points: 

1. Which fruits and vegetables require the addition or application of a poisonous 
or deleterious substance in their commercial production. 

2. What poisonous or deleterious substances are required on each such fruit 
and vegetable for its commercial production. 


3. To what extent can such substances be avoided by washing, cleaning, or 
otherwise removing residues from the fruits and vegetables before marketing. 


4. The quantity of each poisonous or deleterious substance that can be toler- 
ated on each such fresh fruit or fresh vegetable or on classes of fresh fruits and 
fresh vegetables without danger to public health, taking into consideration the other 
ways in which the consumer may be affected by the same or other poisonous or 
deleterious substances from other sources. 

On the basis of the information developed, we hope to promulgate 
regulations (again I am quoting from the notice) ‘‘limiting the quantity 
of such poisonous or deleterious substances as are required on or in 
such fruits and vegetables, individually or by classes, the amount of 
the various substances tolerated to be fixed in terms of parts by weight, 
or by setting such other limits as is shown by the evidence to be neces- 
sary for the protection of public health.” 


Modification of Rulings 


That brings me pretty well up-to-date on the rulings we have 
made and the policy we have followed in carrying out the intent of 
Congress, as we have conceived it to be, expressed in the Act. I hope 
that I have given you some insight into the philosophy under which we 
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operate. Above all, I hope that I have demonstrated that our actions 
are neither arbitrary nor capricious, but represent our best efforts to 
discharge our duty to the American people, both producer and consumer. 
The rulings we make are not those of the Medes and Persians, but can 
be and are changed whenever the facts dictate. I'd like to cite two 
recent instances; one where we took a more restrictive position than 
the one we had held for years and another where we relaxed 
our requirements. 


My first illustration is the Agene incident which you may recall 
from the newspapers and the trade press. Agene is the name of a 
technical process which had employed nitrogen trichloride for at least 
30 years as an aging and bleaching agent on flour from certain types 
of wheat produced in large quantities in this country. Its use permitted 
flour made from these wheats to be used for baking immediately after 
milling, whereas, without the treatment with the Agene process or 
some similar chemical treatment, it would be necessary to hold the flour 
for considerable periods of time in order to allow it to acquire desirable 
bread-making properties. There was no scientific evidence to lead us 
to suspect that nitrogen trichloride might have any undesirable physi- 
ological effect. Accordingly, when the standards of identity for flour 
were promulgated shortly before the war, it was permitted as an optional 
ingredient. Late in 1946, the eminent British research worker, Sir 
Edward Mellanby, published the results of investigations indicating that 
nitrogen trichloride was responsible for ‘running fits” in dogs. We 
and other research laboratories in this country immediately undertook 
similar investigations and confirmed his findings. To make a long story 
short, it was found that the action of nitrogen trichloride on the protein 
constituents of flour results in an unidentified substance which causes 
nervous disorders in dogs, and to a less degree in several other species 
of animals. It was never demonstrated that the substance exerts any 
untoward physiological effect on man. However, as soon as its effect 
on animals was established, we took steps to amend the standards 
of identity for flour to eliminate the use of nitrogen trichloride. In 
this, | may add, we had the wholehearted cooperation of the industry. 
A public hearing was held, and the flour standard was amended to 
permit the use of chlorine dioxide, a substance that accomplishes much 
the same aging and bleaching effects on the flour as nitrogen trichloride. 
Investigation of its use has not revealed any undesirable effects. 
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The second instance has to do with the labeling of mono-sodium- 
glutamate. This product, obtained from the hydrolysis of the protein 
portion of wheat, has long been used by the Orientals to season their 
foods. For many years, it was imported into this country from Japan 
under the name of “Ajinomoto.” We considered it an artificial flavor 
and allowed it to be used in foods and described on the label as “Vege- 
table Protein Derivative—an artificial flavoring.’’ Eventually, it came 
to be made in this country in a purer form than the Oriental article 
and to be used widely to enhance the flavor of various food products. 
Its advocates insisted that the purified product was not a flavoring, but 
was more of the nature of a condiment such as sugar or salt, and in 
the amounts used did not contribute a definite flavor of its own, but 
merely intensified the flavor of the food to which it was added. We 
investigated the matter to see if their argument had merit. Examination 
of various foods packed with and without mono-sodium-glutamate 
persuaded us that the refined product does differ from the old crude 
“Ajinomoto” to such a degree that we could not hold that it is a flavor- 
ing in and of itself—hence it is not an artificial flavoring. We, there- 
fore, changed the position we had held for so long and issued several 
letters which were immediately publicized in trade journals announcing 
that, henceforth, mono-sodium-glutamate may simply be declared as 
such on the labels of those foods in which it may be properly used. 


Just to impress on you that we reqylatory officials do not always 
seek to become more and more exacting, perhaps I may give one more 
illustration, a trivial incident, but one which will be of some interest 
to all bean lovers. After repeating to a correspondent recently an opin- 
ion we have held for years and years that Great Northern Beans and 
Navy Beans are separate varieties and should not be regarded as 
synonymous, we were mildly confounded to learn that the Department 
of Agriculture—and I quote—‘now holds that the term ‘Navy’ as 
applied to beans has become the market name of a type rather than 
of a particular variety and that the word ‘Navy’ does not characterize 
a particular variety but merely refers to the preference for use at sea 
by the American Navy for beans of this type."" Faced with this evidence 
of changing times and changing modes, we brought ourselves up-to-date 
and hastened to advise the recipient of the earlier opinion from us that 
we are no longer in a position to take exception to the term “Navy” 


when used to describe Great Northern Beans. [The End] 
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Therapeutic Claims 


Under the Federal Food, Drug, and Cosmetic Act 


THE AUTHOR REVIEWS THE STATUTORY REQUIREMENTS AND THE 
DECISIONS RENDERED UNDER THE FEDERAL FOOD, DRUG, AND 
COSMETIC ACT INSOFAR AS THEY RELATE TO THERAPEUTIC CLAIMS 











difficult problem in the labeling of drugs. They are the means 

by which the seller attracts the customer by making known 
the intended usefulness of the product, and their improper statement 
affords a basis on which regulatory authority can proceed against the 
product or the seller or both. Such claims may be subject to the 
scrutiny of several regulatory authorities. These authorities include 
the postal authorities under the postal regulations, state food and drug 
officials under acts of the varjous states, the Federal Trade Commis- 
sion under the act known as the Wheeler-Lea Amendment to the 
Federal Trade Commission Act,’ and the Food and Drug Administra- 
tion under the Federal Food, Drug, and Cosmetic Act of 1938.? 
Whether the particular label claim and the product involved fall under 
the authority of a particular agency depends upon whether or not the 
transaction is such as to come within the jurisdiction of such authority. 
The jurisdiction of the respective regulatory authorities is not within 
the scope of this paper. It is to be noted, however, that a therapeutic 
claim may be under the jurisdiction of and subject to the scrutiny of 
more than one and possibly all of the above regulatory authorities at 
the same time. The object of this paper is to review the statutory 
requirements and the decisions rendered under the last mentioned Act, 
which will be referred to as the Act, insofar as they relate to thera- 
peutic claims. Such Act is, of course, a Federal one and applicable 


[oa PREPARATION of therapeutic claims is an important and 





115 U.S. C. 52-55. 221 U. S. C. 301-392 
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only where there is jurisdiction based upon the Federal power to regu- 
late interstate commerce. 


Necessary Therapeutic Claims 


Any therapeutic claim made in the labeling of a drug product, 
whether made to fulfill a mandatory statutory requirement or made 
voluntarily to extol the virtues of the product, subjects the maker and 
the product to the same penalties for misbranding if in fact the claim 
is false or misleading. The question of whether there are any manda- 
tory or required therapeutic claims has been answered by the regulations 
under and the judicial interpretation of Section 502(f)(1) of the Act. 


That section provides, among other things, that a drug shall be 
deemed to be misbranded unless its labeling bears ‘adequate directions 
for use.’ This statutory requirement is subject only to the statutory 
exception that where such directions are not necessary for the protec- 
tion of public health, the administrator shall promulgate regulations 
exempting the drug from such requirement. Under this section, the 
administrator has promulgated an extensive regulation. Subsection (a) 
thereof provides that directions for use may be inadequate by reason 
(among other reasons) of omission, in whole or in part, or incorrect 
specification of directions for use in all conditions for which such drug 
or device is prescribed, recommended, or suggested in its labeling, or 
in its advertising disseminated or sponsored by or on behalf of its 
manufacturer, packer, or distributor, or in such other conditions, if 
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any there be, for which such drug or device is commonly and 
effectively used. 

In the early discussions of the interpretation of the Act, everyone 
conceded that the term ‘‘adequate directions for use’ meant dosage, 
that is, how to take the drug. But there was considerable difference 
of opinion as to whether the phrase also meant what to take the drug 
for, that is, its therapeutic use; and whether the term “‘adequate direc- 
tions for use’ required that directions be given not only for the con- 
ditions for which the product was suggested in the label itself or in 
package inserts which accompanied the label, but also for all of the 
uses for which the product was suggested in the advertising thereof. 

These doubts now have been resolved by the courts in favor of 
the validity of the regulation. In United States v. Various Articles 
of Drug Instant Alberty Food,* the court said: 

The words, “adequate directions for use,” necessarily relate to some purpose 
which is to be served by the use, and that purpose must be consistent with the intent 
of the Act as a whole to protect the public health. For what purpose are drugs 
used? Obviously, as a remedy for some ailment of the body. It seems equally 
obvious that no drug can be said to contain in its labeling adequate directions for 
its use, unless every ailment of the body for which it is, through any means, held 
out to the public as an efficacious remedy be listed in the labeling, together with 
instructions to the user concerning the quantity and frequency of dosage recom- 
mended for each particular ailment. 

Similar conclusions were reached in LInited States v. 150 Packages 
Bush Mulso Tablets,* United States v. 516 Cases Nue-Ovo,’ and United 
States v. Colgrove.® In United States v. 150 Packages, the court in 
a conclusion of law stated: 

The requirement that the labeling bear “adequate directions for use’ requires 
not only that the labeling bear statement of the dosage or the amount, which is 
recommended that the consumer use, but also a statement of the purpose, namely, 
the disease or the effect upon the structure or function of the body for which the 
article of drug is to be taken. 


These district court rulings seem so consistent with the purpose 
of the Act in protecting public health that it appears unlikely that the 
rule there established will be upset in the appellate courts. 

Additional cases, including decisions of the United States Supreme 
Court holding that advertising material in the form of pamphlets or 





$83 F. Supp. 882 (DC D. C., 1949), CCH 583 F. Supp. 880 (DC Cal., 1948), CCH 


Food Drug Cosmetic Law Reports {§ 7112. Food Drug Cosmetic Law Reports { 7091. 
*83 F. Supp. 875 (DC Mo., 1947), CCH *(DC Cal., 1947) CCH Food Drug Cos- 
Food Drug Cosmetic Law Reports § 7059. metic Law Reports { 7046. 
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circulars sent separately and apart from the product are to be con- 
sidered a part of the labeling, are hereinafter cited. 


Having determined that the ‘adequate directions for use’ require- 
ment makes mandatory representations as to what the drug is to be 
used for, it follows that this requirement is applicable to all drugs which 
are not exempt from the “adequate directions for use” requirement under 
the exemptions promulgated by the Administrator. The exemptions 
from the ‘‘adequate directions for use’’ requirement, which are, in effect, 
also exemptions from the requirement of making therapeutic claims in 
the labeling, are: (1) drugs having harmful potentiality bearing the 
professional use caution legend reading “Caution: to be used only 
by or on the prescription of a physician, dentist, or veterinarian,’’ and 
complying with subsections (b) (1) to (b) (6) inclusive; (2) non- 
toxic official drugs bearing the professional use caution, which are neither 
a liquid solution, emulsion, or suspension, and are not in tablet, capsule, 
or other unit form, that is, bulk powders or granules, which ordinarily 
are compounded with other substances before being dispensed, which 
bear the professional use caution, and which are shipped or delivered 
to be compounded with other substances in filling prescriptions; 
(3) drugs ordinarily used as inactive ingredients, such as a coloring, 
excipient, flavoring, preservative, and so on; (4) drugs complying with 
subsections (b) (3) and (b) (6) of said regulation and shipped to 
physicians, dentists, veterinarians, hospitals, or clinics to be dispensed 
by or under the direction of such professional persons; (5) drugs 
shipped under and complying with the “Manufacturing Use Only” 
legend; and (6) drugs with respect to which adequate directions for 
use are known to the average individual (there is considerable uncer- 
tainty as to what falls in this category). In this connection, it is to 
be noted that drugs bearings the professional use caution do not fall 
within the terms of the exemption and, hence, do not escape the manda- 
tory requirement of therapeutic claims under exemptions (1) or (4) 
noted above, if information concerning their use by physicians, dentists, 
and veterinarians is not readily available.*’ Drugs intended for use by 
iontoporesis or by injection through the skin or mucous membranes are 
not exempt from the “adequate directions for use” ‘requirement, and 





791 Code of Federal Reaulations, Section device shipped to a physician was held mis- 
1.106 (b) (3). In United States v. 2 Devices branded because adequate directions for use 
To Eliminator (DC Okla., 1949), CCH were not available. 
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their labeling must state what. the product is to be used for, as well 
as how to administer it. Drugs shipped to be packed or labeled else- 
where and complying with the exemption regulation under Sec- 
tion 503 (a), are exempt from the ‘adequate directions for use’ 
requirement and need not bear therapeutic representations. 


It is to be noted that the ‘‘adequate directions for use’ require- 
ment is applicable to ‘‘labeling,”’* and that labeling means all labels 
and other written, printed, or graphic matter (1) upon any article or 
its containers or wrappers, or (2) accompanying such article. Hence, 
labeling includes the label and any package inserts, and the requirement 
that labeling state what the drug is to be used for would seem to be 
met if the information appeared either on the label or in a package insert. 


Affirmative Requirements with Respect to Therapeutic Claims 


Section 502 (c) and the regulation thereunder are applicable to 
therapeutic representations, the same as other information required 
under the label. Hence, such information, when required as stated in 
the preceding section, must be placed thereon with such conspicuousness 
as compared with other words, statements, and designs and in such 
terms as to render it likely to be read and understood by the ordinary 
individual under customary conditions of purchase and use. These 
requirements with respect to conspicuousness and with respect to stating 
the information in such form as is likely to be understood apparently are 
subject to a reasonable practical interpretation under the circumstances 
attending the use of the particular product. The distinction between 
the information necessary in this respect when the product is intended 
for use by the laity and when the product is intended for use by a 
physician has been recognized by the administration and, in at least 
one case, by the court. Where the product is intended for use by 
the laity, the representations as to what the product is to be used for, 
as well as the method of taking, should be in terms which can be read 
and understood by a non-professional person. Where, however, the 
product is directed to the medical profession and is an injectible and is, 
for that reason, not exempt from the “adequate directions for use”’ 
requirement, then such “adequate directions for use” requirement would 
seem to be satisfied by a less detailed statement. For instance, the 





8 Trade Correspondence 429, issued May 
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administration has expressed the opinion that the phrase ‘administer 
by venoclysis’” was adequate direction for use for dextrose solutions, 
and, with respect to another parenteral, that the phrase ‘for hypodermic 
use only” was sufficiently specific.* The first above mentioned opinion 
was with respect to a product the common uses of which should be 
known by the average physician and should not be construed as apply- 
ing with equal force to another injectible not so well known. Similarly, 
one court has recognized, at least inferentially, that less detailed direc- 
tions are required with respect to products directed to the medical 
profession by its holding that the statement on the label “Important. 
To be used as directed by a physician” was, in its judgment, an 
adequate direction.’® 


Another mandatory requirement applicable to therapeutic claims 
is that a drug represented as an antiseptic shall be considered to be 
represented as a germicide, unless it is for inhibitory use as a wet 
dressing, ointment, dusting powder, or such other use as involves pro- 
longed contact with the body.'! This section means that the term anti- 
septic cannot be used in therapeutic claims unless the product is a 
germicide in fact or falls within the exception noted. Even if a product 
fell within the exception, the use of the term antiseptic would be likely 


the product did not have some 


to be considered misleading if 
antiseptic power. 

The basic requirements of the Act applicable to therapeutic repre- 
sentations are to be found in Sections 502 (a) and 201 (n). Sec- 
tion 502 (a) provides that a drug is misbranded if its “labeling is 
false or misleading in any particular." This section is not void for 
uncertainty. United States v.7 Jugs Dr. Salsbury’s Rakos.*? Neither 
section had an exact counterpart in the prior law. The 1906 act, as 
amended in 1912,'* prohibited statements of curative or therapeutic effect 
which were “false and fraudulent." That Congress intended to elim- 
inate the necessity of proving fraudulent intent as a part of a misbrand- 
ing charge under the 1938 act is evident from the House Committee 
Report,’* and has been confirmed by court decisions holding proof of 








® Trade Correspondence 430, issued June 
27, 1945. 
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fraudulent intent not essential to the making of a misbranding charge." 
The reason stated in the House Committee Report was that ‘the per- 
suasive effect of a false label on a consumer's mind is the same whether 
the representations were made in good faith or not.” Section 201 (n) 
is wholly new in the 1938 act, and, although frequently cited in adjudi- 
cated cases, its full import probably has not yet been unfolded. When 
the 1938 act was before Congress, the Senate bill proposed a provision 
to the effect that a representation would be false or misleading if not 
supported by persons who qualified as experts on the subject. The 
House Committee, in its report, stated that the Committee was of the 
opinion that under the Senate provision “if a nostrum maker were able 
to obtain two or more persons who could qualify as experts and who 
would testify in support of the label claims, the Government's 
case would be lost despite the fact that every competent expert in the 
country would unqualifiedly declare the claims to be false." The House 
Committee eliminated the section proposed by the Senate and substi- 
tuted the section now known as Section 201 (n), saying: 


One of the important applications of section 201 (n) relates to this problem. 
If only a few experts regard a label statement of curative values as true but the 
great body of qualified experts in that particular field regard the statement as untru 
then there may be substantial ground for concluding that the curative claim is 
misleading unless it is qualified in such a way as to show the existence of conflicting 
opinions as to its truth. Certainly a consumer seeking a remedy for a disease 
condition has the right to know when it is a fact, that the representations of curative 
value have only a narrow and limited support; and if the labeling fails to reveal 
that fact, which is a material fact in the light of the representations made, then 
the labeling may be regarded as misleading. However, the misleading character 
of the label may be corrected by an appropriate qualifying statement revealing this 
material fact. 


Section 201 (n), as proposed by the House Committee and enacted, 
provides in substance that, in determining whether labeling is mislead- 
ing, there may be taken into account not only the representations made 
or suggested, but also the extent to which the labeling fails to reveal 
facts material in the light of the representations made or material with 
respect to the consequences of use under the conditions specified in the 
labeling or under the customary conditions of use. 


Following the pattern of thought suggested by the House Com- 
mittee Report above referred to, the Administrator has adopted a requ 
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lation under Section 201 (n) providing in substance that the existence 
of a difference of opinion among experts as to the truth of a represen- 
tation made or suggested in the labeling is a fact (among other facts) 
the failure to reveal which may render the labeling misleading, if there 
is a material weight of opinion contrary to such representation. 


These sections, 502 (a) and 201 (n), are basic in the preparation 
and interpretation of therapeutic claims. They mean that no claim 
which is false or misleading in any particular can be made, that the 
labeling must disclose any facts which are material with respect to the 
use of the drug or the consequences of the use of the drug in the light 
of the representations made, and that, if there is a difference of opinion 
among experts as to the efficacy of the drug for the purpose for which 
it is represented, such difference of opinion must be disclosed, other- 
wise the drug would be misbranded for failure to disclose the existence 
of the difference of opinion. 


Decisions Applicable to Therapeutic Claims 


The courts have not only recognized that the Act was adopted to 
protect the public health, but have construed the law liberally to accom- 
plish that purpose.*® 


Probably, the most actively adjudicated question has been the issue 
as to whether pamphlets or circulars sent separately and apart from 
the drug are to be considered as ‘accompanying the article’ and are 
a part of the labeling under Section 201 (m). The question has been 
answered in the affirmative by the decisions of the Supreme Court of 
the United States in the Kordel "* and Urbeteit '* cases. In the Kordel 
case, the court said: 

One article or thing is accompanied by another when it supplements or explains 
it, in the manner that a committee report of the Congress accompanies a bill. No 
physical attachment one to the other is necessary. It is the textual relationship 
that is significant. The analogy to the present case is obvious. 
and gave recognition to the regulation under this section. The subject 
has been considered in other cases. An analysis of these decisions is 
not within the scope of this paper. It is sufficient for this purpose to 





% United States v. Dotterweich, 320 U. S. % Kordel v. United States, 335 U. S. 345, 
277, 64 S. Ct. 134; Pasadena Research 69 S. Ct. 106, CCH Food Drug Cosmetic 
Laboratories, Inc. v. United States, 169 F. Law Reports § 7101. 

(2d) 375, (CCA-9), CCH Food Drug Cos- % United States v. Urbeteit, 335 U. S. 
metic Law Reports { 7094. 355, 93 L. Ed. 79, CCH Food Drug Cosmetic 
Law Reports § 7102 
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merely note that, in the consideration of any shipment subject to a 
charge of misbranding, any therapeutic claims appearing in circulars or 
pamphlets sent separately from the drug are likely to be considered. 
If the dissemination of particular advertising matter is abandoned prior 
to shipment, such abandonment has been said to be a good defense, 
but abandonment of the advertising matter after shipment of the drug 
cannot constitute a defense to a charge of misbranding on account of 
therapeutic claims therein.’® 

It is also held that the fact that advertising matter such as a circular 
or pamphlet shipped separately from the product is subject to the jur- 
isdiction of the Federal Trade Commission under the Wheeler-Lea Act, 
does not impair or diminish the right to proceed against the shipment 
under the Food, Drug, and Cosmetic Act.?° A circular may at the same 
time perform the office of advertising and labeling, and the courts and 
the Federal Trade Commission may have jurisdiction at the same time 
over the same circular.”' 


Irrational and Therapeutically Ineffective Drugs 


The interpretation that “adequate directions for use” includes rep- 
resentations as to what the drug is to be used for, makes compliance 
with the Act impossible in the case of irritational mixtures or drugs 
therapeutically inert.** In such cases, the drug is misbranded if un- 
founded therapeutic claims are made or if no therapeutic claims are made. 


Labeling Considered as a Whole 


Labeling is considered as a whole.** Hence, where the label bore no 
therapeutic claims (merely dosage), but advertising media made thera- 
peutic claims for which no dosage was given in the label, the product 














1” United States v. Kaadt, 171 F. (2d) 600, 
(CCA-7), CCH Food Drug Cosmetic Law Re- 
ports {§ 7106; United States v. 2 Devices 
(DC Okla. 1949), CCH Food Drug Cosmetic 
Law Reports § 7113; United States v. Lee, 
131 F. (2d) 464 (CCA-7); United States v. 
Paddock, 67 F. Supp. 819, (DC Mo.), CCH 
Food Drug Cosmetic Law Reports { 7021; 
United States v. Paddock, 68 F. Supp. 407, 
(DC Mo.), CCH Food Drug Cosmetic Law 
Reports 7026; United States v. Various 
Articles Instant Alberty Food, 83 F. Supp. 
882, (DC Cal., 1949), CCH Food Drug Cos- 
metic Law Reports { 7112. 

20 United States v. Research Laboratories, 
126 F. (2d) 42, (CCA-9). 
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2 Trade Correspondence 193, issued 
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issued August 20, 1942; Trade Correspond- 
ence 396, issued December 21, 1942; Trade 
Correspondence 422, issued December 6, 
1944. 

23 United States v. 6 Dozen Bottles Dr. 
Peters Kuriko, 158 F. (2d) 667, (CCA-7), 
CCH Food Drug Cosmetic Law Reports 
1 7030; United States v. 5034 Dozen Bottles 
Sulfa-Seb, 54 F. Supp. 759, (DC Mo.). 
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was misbranded for failure to give adequate directions for use.** Con- 
versely, where the label limited the claimed usefulness of the product 
to a specific kind of worms, although the package insert referred to 
worms generally without such limitation to a specific type of worms, a 
demurrer to the information was sustained.*° 


Ambiguity 
Ambiguity in the language of labeling has been repeatedly con- 
demned.** In United States v. 6 Devices, ‘Electreat Mechanical Heart,” 
the court said: 

Deception may result from the use of statements not technically false, or which 
may be literally true. The aim of the Statute is to prevent deception from indirection 
and ambiguity, as well as from statements which are false. 

In United States v. One Device, Tox Eliminator,”’ the court also said 
“Those which are ambiguous and liable to mislead should be read 
favorably to the accomplishment of the purpose of the Act.” 


Improper Emphasis or Misleading Pictures 


Improper emphasis and misleading illustrations have been consid- 
ered misbranding. Where the labeling, in large black type, emphasized 
the words ‘Functional Constipation, Nervousness, Flatulence, Head- 
aches, Common Colds,’ and accompanied it by pictures of a person 
in misery, and, in fine print, the information is given that the product 
will bring relief only when the ailment is caused by constipation, such 
labeling was held to furnish a basis for finding that the representations 
were misleading.** . 

Similarly, where the words ‘For Hair and Scalp” were in bold type, 
and in small type the words “designed as a fungicide to relieve itching 
and treat and control the condition resulting from infection round the 
follicles of the hair,” the court considered the language in bold type as 
recommending that the preparation would be helpful in dealing with such 
common maladies as dandruff and falling hair, and considered the charge 





* United States v. Colgrove, (DC Cal.), States v. Dailey, (DC Cal., 1944): United 
CCH Food Drug Cosmetic Law Reports States v. 95 Barrels Vinegar, (1906 Act), 
{ 7046. 265 U. S. 438. 

2 United States v. Howard-Iowa Products 7 160 F. (2d) 194, (CCA-10), CCH Food 
Company, (DC Ia., 1943). Drug Cosmetic Law Reports { 7044 

2% United States v. 6 Devices, “‘Electreat *% United States v. 6 Dozen Bottles Dr. 


Mechanical Heart,’ 38 F. Supp. 236 (DC Peters Kuriko, 158 F. (2d) 667, (CCA-7), 
Mo., 1941); United States v. 32% Cases CCH Food Drug Cosmetic Law Reports 
Merlek Mineral Water, (DC Ariz.,); United § 7030. 
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of misbranding on the basis of whether the product would do what was 
implied by the language in bold type.” 

In connection with a reducing preparation, the inferences from a 
picture of a thin woman on the label in conjunction with the word 
“Reducer,” and pictures of a stout woman and a thin woman in a booklet, 
were considered in connection with a charge that the labeling was 
misleading.*° 


Excerpts and Testimonials 


Excerpts in labeling from texts which quote the favorable language, 
but omit significant unfavorable language, were classed as ‘‘scientific 
half-truths’ and were held to make out a case of misbranding."' 


Indirect representations in the form of testimonials purporting to 
state what someone else has said about the seller's preparation are held 
to be direct representations of the same effect as if made directly by 
the seller.** 


Meaning Attributed to “ For,” “Treatment of,” and Similar Phrases 


Where the manufacturer stated in the labeling that his product was 
“for” certain conditions and “indicated as an aid,”’ it was held that the 
statements meant that the product was an appropriate medicament for 
the treatment of the conditions named.** 


In another case, it was held that the statement ‘‘for drunkenness’”’ is 
“the equivalent of saying that it is a cure, mitigation, treatment or pre- 
vention of drunkenness.” “4 
In United States v. Dailey,** referring to the words ‘“‘relief,” ‘‘for, 


and ‘treatment for,” the court, in a jury instruction, said: 


? 


. . . you are instructed that the term ‘relief’ is not of definitive connotation or 
entirely free from ambiguity; in a common sense it connotes permanent removal of 
organic or functional disturbance as distinguished from alleviation of discomfort. The 
representation that an article or drug is “for or a “treatment for” a disease is 
equivalent to labeling it as a cure or remedy. 





2» United States v. 503% Dozen Bottles 17127; Research Laboratories, Inc.  v. 
Sulfa-Seb, 54 F. Supp. 759, (DC Mo.). United States, 167 F. (2d) 410, (CCA-9), 
*® United States v. 15 Cartons Sekov Re- CCH Food Drug and Cosmetic Law Reports 
ducer, 45 F. Supp. 52, (DC Tex.). { 7087: United States v. Fulton Company, 
31 Research Laboratories v. United States, (1906 Act), 33 F. (2d) 506. 
167 F. (2d) 410, (CCA-9), CCH Food Drug % United States v. Pynosol Laboratories, 
Cosmetic Law Reports { 7087. (DC Ill., 1944). 
% United States v. Colgrove, (CCA-9), * United States v. 111%4 Dozen Shoo Fly 


CCH Food Drug Cosmetic Law Reports Powders, 40 F. Supp. 208, (DC N. Y.) 
% United States v. Dailey, (DC Cal., 1944). 
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‘For use in the treatment of'’ was construed as meaning to one 
suffering from a disease named that, if he would use the preparation, it 
would “cure or alleviate.’ ** This follows a similar holding under the 
1906 Act.**? The court, in Colusa Remedy Company v. United States,** 
said: 

The label reads: “A natural unrefined petroleum oil for use in treatment of 
(the named skin diseases) . . . Directions: Apply to affected parts . . . Continue 


treatment until skin is smooth and comfortable . . ."" Certainly the first quoted clause 


implies that the use of the oil as directed will be useful in some way and in some 


measure in the treatment of the named skin diseases. It could hardly be said to be a 


useful treatment if it will neither cure nor alleviate such diseases. 

However, in a case in which the preparation was represented to 
“fight functional constipation,” the court stated that it was not im- 
pressed with the government's argument that the buying public could 
infer from the statement that the preparation was a remedy or cure 
for constipation rather than a mere relief.** Under the 1906 act, it was 
held “remedy” means curative tendency though not guaranteeing cure.*° 


Disclaimers 

The disclaimers considered in cases adjudicated have been strictly 
construed. A product labeled as containing ‘‘one grain of thyroid sub- 
stance” bore a disclaimer to the effect that ““This preparation does not 
contain any known therapeutically useful constituent.’ The disclaimer 
was held misleading as not disclosing specifically that the therapeutically 
active constituent of thyroid. namely iodine, was not present." 

Similarly, where a reducing preparation containing thyroid was 
held out in bold terms and by pictures as ““A Path to Slenderness,”’ the 
court declined to consider a disclaimer that the product was “‘a treatment 
for obesity only when used by persons suffering from hypothyroidism 
(lack of thyroid )"’ as limiting the representations made, but considered 
that the booklet as a whole strongly affirmed the product as a reducer 
and cure for obesity generally.*? 


United States v. Bottles Colusa Natural CCH Food Drug Cosmetic Law Reports 
Oil, (DC Ta., 1947). CCH Food Drug Cos- { 7030. 
metic Law Reports ° 7071 ” Simpson v. United States, 241 Fed. 841, 
7 Bradley v. United States, 264 Fed. 79, (1917) 
(CCA-5. 1920) " Pasadena Research Laboratories, Ine 
SColusa Remedy Company v. United v. United States, 169 F. (2d) 375 (CCA-9), 
States. (CCA-8, 1949), CCH Food Drug Cos- CCH Food Drug Cosmetic Law Renorts 
metic Law Reports § 7125 © 7094 
”* United States v. 6 Doren Bottles Dr “ United Statcs v. 15 Cartons Sekow Re- 
Peters Kuriko, 158 F. (2d) 667, (CCA-7) ducer, 45 F. Supp. 52, (DC Tex.), affirmed 


139 F. (2d) 197 
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Section 201(n) 


Section 201(n) has been given practical application. In United 
States v. Dailey,**® the trial court gave a jury instruction setting forth 
the principle of Section 201(n), as follows: 

In determining whether or not any statements made in the labeling of “Sugretus” 
and “Sunol” are misleading, you should take into account, among other things, not 


only representations made or suggested by such statements, but also the extent to 
which the labeling may fail to reveal facts material in the light of such representations. 


In United States v. 321% Cases Merlek Mineral Water,** the court, 
in a jury instruction, said: 


In determining whether or not any statements made in the labeling of the article 
“Merlek Mineral Water” are misleading, you should take into account, among other 
things, not only representations made or suggested by such statements, but also 
the extent to which the labeling may fail to reveal facts material in the light of such 
representations. 

If you find from the evidence that there is a material weight of medical and 
scientific opinion contrary to any of the representations made in the labeling of 
Merlek Mineral Water, and no mention is made of the existence of such contrary 
opinion in said labeling, you may find that said article is misbranded. 


One question arising under Section 201(n) is whether that section 
has overcome the effect of the McAnnulty case,*® which related to a 
postal matter, and the effect of certain decisions under the 1906 act and 
1912 amendment thereto relating to curative claims which applied the 
McAnnulty rule to the Food and Drug Act.*® The McAnnulty ruling 
was to the effect that where there existed a difference of medical opinion 
as to effectiveness, a claim could not be considered as false for the reason 
that, being based on differences of opinion, there was no standard of 
fact or truth by which to measure the falsity of the claim. The subject 
was considered in LInited States v. 7 Jugs Dr. Salsbury’s Rakos,*’ where 
the court refused to give instructions to the effect that the law does not 
contemplate that statements of curative value of drugs shall be deemed 
false or misleading with respect to which honest differences of opinion 
exist between schools of practitioners. The court said: 


Under the law as it now exists, before a court is warranted in submitting the 
false or misleading qualities of an assertion of effectiveness to a jury to decide, it 
must be satisfied that something more is involved than mere differences of opinion 
between schools of practitioners. As stated by Justice Hughes in his dissent in the 
Johnson case, “I entirely agree that in any case brought under the act for misbranding, 





8 United States v. Dailey, (DC Cal., 1944). * United States v. Johnson 221 U. Ss. 488 : 
#4 (DC Ariz., 1940.) Seven Cases v. United States, 219 U. S. 510 
* American School of Magnetic Healing 47 (DC Minn.), 53 F. Supp. 746. 


v. McAnnulty, 187 U.S. 94. 
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—by a false or misleading statement as to curative properties of an article,—it would 
be the duty of the court to direct an acquittal when it appeared that the statement 
concerned a matter of opinion. Conviction would stand only where it had been shown 
that, apart from any question of opinion, the so-called remedy was absolutely worth- 
less, and hence the label demonstrably false.” 221 U. S. 507. If the evidence is such 
that it appears that the question of effectiveness has not transcended the realm of 
opinion into the realm of demonstrable fact, the court must hold as a matter of 
law that assertions of effectiveness are not false and refuse to submit the question 
to the jury. . . . But where the evidence indicates that there is a standard of 
demonstrable truth and fact by which the jury can measure the claims of effectiveness, 
the court should then submit the question to the jury under appropriate instructions. 
What the evidence shows in a given case is a question of law for the court to decide. 
Apparently, the requested instruction was refused in that case because 
the court felt that the difference was not one of opinion but was in the 
realm of demonstrable fact. In a later case, it was said that the impact 
of the McAnnulty case has been limited in later decisions.** 

The opinion in United States v. 7 Jugs, supra, makes a distinction 
between differences which are matters of opinion and differences which 
are a matter of fact. Whether subsequent opinions will give practical 
recognition to such a distinction would seem to be at least subject to 
question. In United States v. Kaadt,*® the court said such a conflict 
of opinion necessarily presents a question of fact. The House Commit- 
tee Report which proposed Section 201(n) as a substitute for the pro- 
posed Senate bill provision, shows that the Committee intended that 
differences of opinion be required to be stated. The regulation under 
Section 201(n) sets forth a mandatory requirement that a difference 
of opinion, if there be one, be revealed in the labeling. Other inter- 
pretative regulations have been given force almost equal to that of 
the statute.°° Hence, it would seem that if a difference of opinion 
exists, failure to disclose that difference would be misbranding, and, 
practically speaking, the fact that such difference existed, even if it 
could be a defense as suggested by the McAnnulty case and Linited 
States v. 7 Jugs, would not constitute a defense to a charge of failure 
to reveal the existence of the difference of opinion. 


Evidence To Support Therapeutic Claim 


In considering the preparation of a therapeutic representation, the 
evidence required to support the representation made is an important 





* Research Laboratories v. United States, Reports 7106; United States v. Dotter- 
167 F. (2d) 410, (CCA-9), CCH Food Drug weich, 320 U. S. 277, 64 S. Ct. 134 
Cosmetic Law Reports § 7087. % United States v. 2 Articles of Device, 


* United States v. Kaadt, 171 F. (2d) 600, Colonic Irrigator, (DC Okla., 1949), CCH 
(CCA-7), CCH Food Drug Cosmetic Law Food Drug Cosmetic Law Reports { 7113. 
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consideration. In general, the courts have admitted in evidence the 
testimony of physicians or persons who have qualified as experts on 
the subject before the court.®' Professional witnesses may testify as to 
the consensus of medical opinion.**? Even though the expert has not 
tested or used the product, he can testify.** In some cases, lay witnesses 
have been permitted to testify,°* but their testimony is given little, if 
any, value and cannot be relied upon to support a therapeutic claim. 
Certainly this is so unless such lay witnesses testify as to some well 
known and easily discernible condition.®> Uncontrolled clinical evidence, 
such as letters from users, is not admissible in evidence.®* Medical 
books are not admissible to prove the statement therein.*’ 


Conclusion 


Even though the decided cases are insufficient in number to cover 
all points of controversy under the Act, certain conclusions with respect 
to the application of the Act to therapeutic claims or representations are 
inescapable. Sections 502(a) and 201(n) and the regulations under 
these sections are valid. In fact, the writer can think of no other 
instance with respect to a statute of similar scope where the courts have 
so unanimously confirmed the regulations adopted by the enforcement 
agency or have by decisions approved of the import of the opinions 
of that agency, which opinions have in this connection been in the form 
of helpful Trade Correspondence. This is a credit to the Food and 
Drug Administration and constitutes an enviable record. Further, the 
law leaves no apparent loopholes through which the nostrum maker can 
make unfounded claims. However, the strict interpretation of the Act 
to be noted from the decisions also means that the preparation of thera- 
peutic claims which will serve a proper purpose and yet not be vulnerable 
is no mean achievement. The adjudicated cases indicated, among othe 





' Research Laboratories v. United States, 
167 F. (2d) 410, (CCA-9), CCH Food Drug 
Cosmetic Law Reports { 7087; Empire Oil 
and Gas Company wv. United States, 136 F 
(24) 868. (CCA-10): United States v. 7 
Jugs Dr. Salsbury’s Rakos, (DC Minn.), 
53 F. Supp. 746. 

82 Research Laboratories v. United States, 
167 F. (2d) 410, (CCA-9), CCH Food Drug 
Cosmetic Law Reports § 7087; United States 
u. Dr. David Roberts Veterinary Company, 
104 F. (2d) 785, (CCA-7). 

59 Research Laboratories v. United States, 
167 F. (2d) 410, (CCA-9), CCH Food Drug 
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things, that the following points should be considered in preparing 
therapeutic claims: 


1. The specific usefulness of the product should be determined 


‘and claims made only with respect to such specific usefulness. If the 


product is only palliative, or relieves only a certain symptom, or is ad- 
junct, or constitutes only temporary relief, or is otherwise similarly 
limited in its usefulness, the representations made must be similarly 
restricted. 

2. Therapeutic claims should be supportable by expert medical 
opinion or controlled clinical studies. 


3. The claims should be in such terms as can be readily under- 
stood by the person using the product. 


4. Uncertainty and ambiguity should be avoided. 


5. Emphasis, pictures, or illustrations which create an unwarranted 
inference should be avoided. 


6. From the standpoint of the manufacturer's liability, there is 
no distinction between direct assertions and indirect representations in 
the form of repeated testimonials of others. 


7. Time honored phrases such as “for,” “in the treatment,” “‘in- 
dicated,”’ and the like, all indicate some measure of therapeutic value 
and cannot be used safely unless the product will in fact relieve the 
particular named condition or symptom, and then the character of the 
relief, if less than permanent, should be disclosed. 


8. Disclaimers will not cure an otherwise misleading representation. 
9. If any weight of opinion contrary to the manufacturer's intended 


claims exists, such contrary opinion should be stated in such form and 
with such prominence that it is likely to be read and understood. 


10. The expressed attitude of the Food and Drug Administration 
toward any drug, as stated in Trade Correspondence and other Food 
and Drug Administration releases, should be given careful consideration. 


[The End] 
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A New Concept in Food Adulteration 


THE PHRASE SHOULD BE INTERPRETED AS A RESIDUAL 
CLAUSE FORBIDDING THE INTERSTATE SHIPMENT OF FOOD 
WHICH DOES NOT MEASURE UP TO THE MINIMUM STAND- 
ARD OF FITNESS WHICH THE CONSUMING PUBLIC EXPECTS 





NYONE who is familiar with the history of Federal food and 
drug legislation will agree that it has provided a steadily in- 
creasing area of protection for the ultimate consumer. From a 

policy of caveat emptor in the period before the enactment of the Food 
and Drugs Act of 1906 to the present concept of the responsibility of 
the manufacturer to ship only unadulterated and correctly labeled arti- 
cles in interstate commerce has been a long forward step indeed.’ The 
passage of the 1938 Act was the major step on the legislative level; and, 
perhaps, the Supreme Court decision in the Dotterweich case * was its 
equivalent in the judicial forum. The past few years have seen many 
more far-reaching interpretations upholding a liberal construction of 
the 1938 Act.* 

In the course of this history, there are few provisions of the Act 
that have not, to some extent, come under the scrutiny of the judicial 
eye. The policy of the Food and Drug Administration has been to 
enforce the Act so as to provide the greatest possible protection to 





1 For a discussion of responsibility under Reports § 7101]; Pasadena Research Lab- 
the Act see: Kleinfeld, ‘‘Responsibility for oratories, Inc. v. United States, 169 F. (2d) 


the Distribution of Foods, Drugs, or Cos- 375 (CCA-9; 1948) [CCH Food Drug Cos- 
metics,’’ 3 Food Drug Cosmetic Law Quar- metic Law Reports {§ 7094]; United States 
terly (1948) 35. v. Various Quantities ... “Instant Alberty 

2 United States v. Dotterweich, 320 U. S. Food,” 83 F. Supp. 882 (DC D. C., 1949) 
277 (1943). [CCH Food Drug Cosmetic Law Reports 


3 E.g., Kordel v. United States, 335 U. S. | 7112). 
345 (1948) [CCH Food Drug Cosmetic Law 
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the consumer consistent with the terms of the Act. As a result, many 
of the terms and phrases used in the Act have been judicially defined. 
For example, the Kordel and Urbeteit * cases have defined “labeling” 
as used in Section 201(m) to include pamphlets which are functionally 
related to an article even though they did not travel with the article 
in interstate commerce. In the Sullivan case,® it was held that the 


phrase ‘while . 


.. held for sale after shipment in interstate commerce” 


as used in Section 301(k) forbids the misbranding of drugs without 
regard to the number of intervening intrastate sales, and without regard 
to the lapse of time between the shipment and the act resulting in 


misbranding. 


It is not necessary, however, to pause here to discuss the progress 
that has been made in according a liberal construction to the Act, 
since that topic has received treatment elsewhere.*® 


It is precisely because of this consistently forward-looking atti- 
tude of the courts that it is strange to find in the Act four words which 





* The views expressed in this paper are 
those of the writer, and are not intended 
to represent the official position of the 
Federal Security Agency. 

* Kordel v. United States, 335 U. S. 345: 
United States v. Urbeteit, 335 U. S. 355 
(1948) [CCH Food Drug Cosmetic Law Re- 
ports § 7102] 
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have been somewhat neglected from the standpoint of enforcement. 
These words are “otherwise unfit for food"’ and are contained in Section 
402(a) (3). 

Perhaps it is not quite accurate to say that these words have been 
ignored. It would be more precise to state that there has been, until 
recently, no consistent attempt to explore their full meaning. 


1906 Act 


A reason for the attitude of the Food and Drug Administration in 
not pressing this phrase in enforcement is not hard to find. As com- 
pared to the words “filthy,” “putrid,” and “decomposed,” the phrase 
“unfit for food" introduces elements of subjectivity that are not readily 
susceptible to proof. Filth, and the like, can be proved through the 
use of laboratory procedures. “Unfitness,”’ on the other hand, includes 
a considerable element of variable personal likes and dislikes. Then, too, 
the phrase had been the subject of some court decisions under the 1906 
Act. Although these words were used in a limited sense only in defining 
as adulterated under that Act an article of food “if it consists in whole 
or in part of .. . any portion of an animal unfit for food,’ * a number 
of courts read into the Act a requirement that the government had to 
prove that any article of food alleged to be adulterated also was unfit 
for food.* These words were held by some courts to have a connotation 
of deleterious or poisonous. As the court said in LInited States v. 3,000 
Pounds of Frozen Eggs ® in instructing the jury regarding adulteration: 

The Pure Food and Drugs Act doesn’t use the words “unfit for food.” .. . but 
when it describes an adulterated article as one which is “decomposed and filthy,” 
it means undoubtedly unfit for food to the extent that it would be improper for me 
or you or any other citizen of this country to indulge in. . . . If they are unfit for food, 
there must be a certain element of poison about them. 

The chief concern of the government under the old Act, so far 
as concerns these words, therefore, was to obtain a construction of 
the Act which would eliminate from the consideration of the jury whether 
an article was ‘‘unfit for food.’’ Degrees of filth and personal attitudes 





7 Food and Drugs Act of 1906, Section 7, N. Dak., 1923), N. J. No. 11330, White and 
paragraph 6. Gates, p. 1074. In the following notes, 
8 United States v. 1947 Cases of Canned Notices of Judgment under the 1906 Act 
Salmon (DC Wash., 1924), Notice of Judg- and references to White and Gates are 
ment No. 1238, Food and Drugs Act, 1906, cited as they appear in the second citation 
White and Gates, Decisions of Courts in in this footnote. 
Cases under the Federal Food and Drugs * (DC Conn., 1911), N. J. No. 873, White 
Act, p. 1108; United States v. Blazek (DC and Gates. p. 198. 
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toward filth were not thought to be of great importance. As late as 1925, 
the courts were still using a restricted construction, and the government 
was still objecting.*° While some courts were placing this construction 
on the term “adulteration,” other courts were expressing the opinion 
that an article need not be “unfit for food"’ to be adulterated. In United 
States v. 275 Cases Tomato Catsup," the court granted a new trial 
partially on the ground that the jury originally had been charged that 
they must find the article unfit for food to find that it was adulterated. 
In this case, the libel contained, in addition to the charge that the article 
was filthy, putrid, and decomposed, a further charge that it was unfit for 
food. Said the Court: 

The question for the jury to consider was whether this tomato catsup was in 
whole or in part filthy, decomposed, or putrid. Counsel for the defense claims that 
without the allegation that the catsup was unfit for food the law could not stand 
because not a reasonable exercise of the police power. Not so. The power of Congress 
to regulate interstate commerce is involved, not police power. 

By the time the Federal Food, Drug, and Cosmetic Act of 1938 
became law, the courts were uniformly expressing this view that an 
article need not be “unfit for food’’ nor deleterious to be adulterated 
under the 1906 Act.?? 


Legislative History of “Otherwise Unfit for Food” 


The legislative history of the words “otherwise unfit for food’ 
throws no light on the construction which should be given them. The 
words were not in any of the earlier bilis, and appear for the first time 
in Senate Bill No. 5 as reported by the Senate Committee on Commerce 
on January 4, 1935."° So far as appears from the legislative record of 
the Act, there was no discussion of these words when they were added, 
and no comment was made on them in later discussions. They remained 





” See, United States v. 2995 Cases of 
Canned Salmon, (DC Wash., 1925), N. J 
No. 12535, White and Gates, pp. 1136, 1141. 

11 (DC Ohio, 1910), N. J. No. 1044, White 
and Gates, p. 141. See, United States v. 
200 Cases .. . Canned Salmon, 289 Fed. 157, 
(DC Tex., 1923), White and Gates, p. 1095; 
United States v. 133 Cases of Tomato Paste, 
22 F. Supp. 515 (DC Pa., 1938); United 
States v. 1367 Cases of Pork and Beans 
(DC Mich., 1916), N. J. No. 5059, White 
and Gates. p. 766; United States v. 5060 
Cans of Tomato Catsup (DC Ill., 1917), 
N. J. No. 5527, White and Gates, p. 780: 
United States v. 720 Cases of Tomato Cat- 
sup (DCN. Y., 1918), N. J. No. 6192, White 
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77; United States v. 2205 
Cases of Canned Salmon (DC Tex., 1925), 
N. J. No. 13605. White and Gates, p. 1133 

2 United States v. 200 Cases... Canned 
Salmon, 289 Fed. 157 (DC Tex., 1923): A. O. 
Andersen & Co. v. United States, 284 Fed 
542 (CCA-9; 1922): United States v. Krum, 
269 Fed. 848, 850 (DC Ga., 1921); United 
States v. 200 Cases of Adulterated Tomato 
Catsup, 211 Fed. 780, 783 (DC Ore., 1914): 
United States v. 133 Cases of Tomato 
Paste, 22 F. Supp. 515 (DC Pa., 1938) 

3 Senate Report No. 361, Seventy-fourth 
Congress, First Session (1935): Dunn, Fed- 
eral Food, Drug, and Cosmetic Act, p. 213, 
et seq. 
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in the Senate bill, however, ‘and were part of that bill when it was 
enacted on June 25, 1938. 


Since Congress’ intent, therefore, cannot be gathered from the 
legislative history of these four words, an interpretation of the phrase 
“otherwise unfit for food’’ must proceed in accordance with the ordinary 
canons of statutory construction. It is elementary law, in fact elementary 
reason, that words in a statute should be given their common, everyday 
meaning in the absence of specific evidence to the contrary. This does 
not mean, however, that words should be read without regard to their 
context and the setting in which they are placed. The purpose behind 
a statute, and the construction placed on its various phrases by the courts 
must be considered in the reading of any law." 


The purpose of the Federal Food, Drug, and Cosmetic Act is 
to protect the consumer from those forms of adulteration and misbrand- 
ing from which, because of the expanding complexity of modern life, he 
is to a large extent unable to protect himself.> It was designed to 
protect the public health and pocketbook by confiscating and removing 
from commerce foods and drugs that are adulterated and misbranded 
within the terms of the statute.’® 


Judicial Construction of Section 402(a) (3) 


With these purposes which the Act was designed to serve in mind, 
it is informative to review the pattern followed in construing Section 
402(a)(3) of the 1938 Act. One of the first efforts discernible in the 
cases charging adulteration because of the presence of a filthy, putrid, 
or decomposed substance was to have the words “otherwise unfit for 
food” as used in Section 402(a)(3) of the Act read in the disjunctive. 
Remembering the history of the words “unfit for food,’’ and the frequent 
difficulty they caused by being read into the old Act, the main concern 
appears to have been to avoid such a difficulty by avoiding a like con- 
struction under the new Act. 


“4 Dwight and Lloyd Sintering Co. v. Am- 





% Research Laboratories v. United States. 





erican Ore Reclamation Co., 263 Fed. 315, 167 F. (2d) 410, 420-1, 423 (CCA-9:; 1948) 
319 (CCA-2; 1920), certiorari denied, 252 [CCH Food Drug Cosmetic Law Reports 
U. S. 582 (1920); 59 Corpus Juris, Statutes, ' 7087], certiorari denied, 335 U. S. 843 
Section 595, p. 995 (1948): United States v. 7 Jugs . : ao 

’ President’s Message of March 22, 1945, Salsbury’s Rakos, 53 F. Supp. 746, 752 (DC 
printed in House Report No. 2755. Seventy- Minn., 1944) 


fourth Congress, Second Session (1936); 
Dunn, Federal Food, Drug, and Cosmetic 
Act, p. 550 
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In one of the first cases to reach the courts in which adulteration 
was alleged under Section 402(a)(3) because of decomposition, the 
court found in favor of the government that decomposition did exist and 
that the article seized was adulterated as alleged. The court did not 
reach the question with which we are here concerned because it found 
that the eggs seized were adulterated in that they contained ‘‘a decom- 
posed substance which rendered them unfit for food in any manner.” 
This language, however, leaves the impression that the court thought 
it was necessary to prove not only decomposition, but also unfitness for 
food in order to prove adulteration under Section 402(a) (3). 


With this reversion to the restrictive construction placed on “‘adult- 
eration” and ‘‘unfit for food” under the 1906 Act, it became increasingly 
important to have the words “otherwise unfit for food’’ read in the 
disjunctive rather than as a clause qualifying the preceding words 
“filthy, putrid, or decomposed substance.”’ 


This construction was soon reached in the next reported case 
involving adulteration under Section 402(a)(3).** In the words of 
the court, 

. the act as amended must be construed to prohibit the interstate shipment of 

food when it consists in whole or in part of any filthy, putrid, or decomposed sub- 
stance, irrespective of whether it is fit for food or not injurious to health. 
While the court found in favor of the claimant, the disjunctive nature 
of the words used in Section 402(a)(3) was established in one judicial 
district at least. This interpretation gradually became the universal 
one, and it is now established by a number of decisions.*® While it thus 
was determined that no independent proof of unfitness for food was 
necessary to have an article condemned as ‘filthy, putrid, or decom- 
posed,” the meaning of the words “unfit for food,” and their contribu- 
tion to the Act was not decided. All of the history and construction 
of these words which has so far been reviewed treated them in a negative 
manner, i. e., they were held not to qualify the preceding words. What 
their positive function is was not determined. 








17 United States v. 284 Barrels of Dried 
Eggs, 52 F. Supp. 661 (DC Tenn., 1943). 

13 United States v. 184 Barrels of Dried 
Whole Eggs, 53 F. Supp. 652 (DC Wis., 
1943). 

1%” United States v. Salamonie Packing Co., 
165 F. (2d) 205 (CCA-8; 1948) [CCH Food 
Drug Cosmetic Law Reports { 7073], cer- 
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tiorari denied, 333 U. S. 863 (1948); United 
States v. 1851 Cartons ... Whiting Frosted 
Fish, 146 F. (2d) 760 (CCA-10; 1945), re- 
versing 55 F. Supp. 343 (DC Colo., 1944); 
United States v. 935 Cases Tomato Puree, 
65 F. Supp. 503 (DC Ohio, 1946) [CCH Food 
Drug Cosmetic Law Reports { 7019]. 
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The Positive Function of “Otherwise Unfit for Food” 


In order to make this determination, then, it is necessary to study 
the construction which has been given to the other words contained 
in Section 402(a)(3) which establish other forms of adulteration, 
namely, ‘‘any filthy, putrid, or decomposed substance.”’ 


Even under the 1906 Act, these words were being accorded a lib- 
eral meaning by those courts which did not qualify them by requiring 
proof of unfitness for food. In United States v. 133 Cases of Tomato 
Paste,*® for example, the court held that the provision regarding filth 
in food was designed to protect the aesthetic tastes and sensibilities of 
the consuming public. As shown above, this was the prevailing view 
by the time the 1938 Act became law, and, by a well known principle of 
statutory construction, Congress will be presumed to adopt the meaning 
previously given a statute by the courts when it incorporates the same 
words in an amending act.” It is not necessary, however, in this 
case to rely on this presumption to ascertain the Congressional intent 
for it is clearly stated in Senate Report No. 361, Seventy-fourth Con- 
gress, First Session,” that ‘In drafting S. 5 the language of every worthy 
provision of the present law has been included. Only that language 
which afforded loopholes for the escape of the unscrupulous has been 
rejected. Court decisions on the provisions that have been perpetuated 
will thus continue to be applicable.” 


This intent has been followed consistently under the new Act 
since it was first established that the words “unfit for food’’ do not 
qualify the preceding words. It has been held, for example, that the 
amount of filthy, putrid, or decomposed material in a food product is 
not a factor in determining whether a product is adulterated. As the 
court said in Lnited States v. Commercial Creamery,** 

This statute is all inclusive and prevents the shipment in interstate commerce 
of any food which contains any decomposed matter. Defendant urges that such a 
construction of the statute would result in unreasonable regulation and would prevent 
the shipment in interstate commerce of many foods not harmful to public health. If 


such a contention is sound, the argument in support thereof should be made to Congress 
and not to the Courts. 





20 22 F. Supp. 515 (DC Pa., 1938). 2Dunn, Federal Food Drug Cosmetic 
21 Armstrong Paint & Varnish Works v. Act, p. 238. 
Nu-Enamel Corp., 305 U. S. 315, 332 (1938) ; 2343 F. Supp. 714 (DC Wash., 1942). 


Kales v. Commissioner of Internal Revenue, 
101 F. (2d) 35, 38 (CCA-6; 1939). 
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The same treatment has been accorded the argument that minimum 
tolerances for filthy materials should be established.** When it has been 
argued that administrative tolerances have been established and are 
applied in determining whether to institute action, the view has been 
expressed that any such tolerances are merely an exercise of the dis- 
cretion allowed the Administrator under Section 306 of the Act to de- 
termine whether proceedings based on minor violations should be 
instituted.*> They do not affect the result once a proceeding is started. 


While the rest of Section 402(a)(3) has been given this liberal 
construction in accord with the beneficient purposes and the remedial 
nature of this legislation, the connotation of harmful or deleterious 
has been felt with respect to the words “unfit for food.” The only 
apparent reason for this is the history these words have had in the 
construction of the Food and Drugs Act of 1906. 


While it was advisable to have these words disassociated from 
those preceding them in order to facilitate proof of adulteration in 
cases where an article was alleged to contain filthy, putrid, or de- 
composed substances, it is unfortunate that in accomplishing this result 
the cases leave the impression that the expression “‘otherwise unfit for 
food” should be given a more strict construction than that given to 
the rest of the statute. There appears to be no valid reason why four 
words in the statute should be singled out for more strict treatment. 


The whole of Section 402(a)(3) reads as follows: 


Sec. 402. A food shall be deemed to be adulterated—(a) (3) if it consists in 
whole or in part of any filthy, putrid, or decomposed substance, or if it is otherwise 
unfit for food. 


By stressing the disjunctive nature of this section, it has been possible 
for the courts to decide that unfitness for food is not a necessary con- 
comitant of food which is adulterated because of the presence of a 
filthy, putrid, and decomposed substance. At the same time, however, 
this construction necessarily establishes as a separate category of 
adulterated food that which is “unfit for food."’ This conclusion is 
compelled since it is the only alternative, under the construction given 





* United States v. 1851 Cartons ... Whit- States v. 43\4 Gross Rubber Prophylactics, 
ing Frosted Fish, 146 F. (2d) 760 (CCA-10; 65 F. Supp. 534 (DC Minn., 1946). 
1945): Triangle Candy Co. v. United States, *3 United States v. 935 Cases .. . Tomato 


144 F. (2d) 195 (CCA-9; 1944); United Puree, 65 F. Supp. 503 (DC Ohio, 1946). 
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the section, to leaving the words without any meaning whatsoever. No 
words in a statute should be held meaningless, unless there is no other 
possible interpretation.”® 

While the interpretation so far given to Section 402(a)(3) does 
establish as a separate category of adulterated food that which is ‘unfit 
for food,”’ it still leaves these words with a possible connotation that 
would require the government to prove that the article is harmful or 
deleterious before it may be condemned as “unfit for food.” It is sub- 
mitted that the plain meaning of the words in the context in which 
they are used, and the plan of Section 402 does not justify this strict 
interpretation of these words; but, rather, that by reading this section 
as a whole and giving the words in Section 402(a)(3) their plain 
meaning, an opposite result is compelled. 

Section 402(a)(1) and (2) of the Act by their very terms provide 
that an article of food shall be deemed adulterated: 





Sec. 402(a) (1) If it bears or contains any poisonous or deleterious substance 
which may render it injurious to health . . .; or (2) if it bears or contains any 
added poisonous or added deleterious substance .. . 

Therefore, if ‘‘unfit for food” is held to apply only in cases where a 
food is injurious to health or deleterious, the words will be construed 
as being superfluous, since they will have the same meaning as Section 
402(a)(1) and (2). Such a result is not necessary and should not be 
reached. A fair interpretation of Section 402(a)(3) will avoid it. 


It already has been shown that the courts do not require proof 
that an article of food is injurious to health before they will condemn 
it as adulterated because of the presence of a filthy, putrid, or decom- 
posed substance. They hold that these words are in the Act to protect 
the aesthetic tastes of the consuming public as well as their health. If 
Section 402(a)(3) is read in its entirety, it will be seen that actually 
Congress, by legislative fiat, has stated not only that food containing 
a filthy, putrid, or decomposed substance shall be considered adulterated, 
but also that it shall for that same reason be deemed “‘unfit for food.” 
A literal reading of Section 402(a)(3) compels this conclusion because 
of the presence in that section of the word “otherwise.” 

If this section is read, not piecemeal, but in its entirety, it will be 
seen that what Congress has accomplished is to set up one main cate- 





2 Ginsberg and Sons v. Popkin, 285 U. S. 
204, 208 (1932). 
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gory of adulterated foods with four subdivisions. The main category 
is comprised of those articles which are “unfit for food.” In this one 
main category there are three specific subdivisions, namely, articles 
which are either filthy, putrid, or decomposed. These are by law declared 
to be unfit. The fourth subdivision is composed of those articles which 
are otherwise unfit for food. This is a residual clause banning from 
interstate commerce those articles which are “unfit for food,’ not because 
of the presence of any filthy, putrid, or decomposed substance, which has 
already been accomplished by specific decree, nor because of the presence 
of harmful or deleterious substances, which is taken care of in Section 
402(a)(1) and (2), but articles which are “unfit for food” by reason 
of some atypical qualities not encompassed by these other provisions. 
The significance of reading the section in this way is that it shows that 
the courts, in holding foods adulterated which contain any filthy, putrid, 
or decomposed subStance because such substances would offend aesthetic 
tastes, in actuality have been holding that these articles are “unfit for 
food’ because they offend aesthetic tastes. If, then, articles which 
offend aesthetic tastes because of the presence of filthy, putrid, or de- 
composed substances can be held “unfit for food” and condemned as 
“adulterated” under the Act, there would appear to be no valid reason 
why other articles which offend aesthetic tastes because of different 
peculiar characteristics should not also be held to be “unfit for food’ 
under the Act, and, as such, “adulterated."’ This is the only meaning 
which can give the words “otherwise unfit for food” a place in the Act 
which will not render them meaningless or superfluous. It will cause 
them to be interpreted as a residual clause that forbids the interstate 
shipment of food which does not measure up to the minimum standard 
of fitness which the consuming public expects for that specific type of 


food. 


The type of product which will come under the ban of the Act 
if the words “unfit for food"’ are thus construed literally as the rest 
of the Act is being construed can best be indicated by enumerating 
some of the products which already have been condemned as “‘unfit for 
food” in uncontested seizure actions.** These include beer which had 


The references are listed in the order 12090, F. N. J. F. D. C. 12122, F. N. J 
in which they appear in the text: F. N. J F. D. C. 12299, F. N. J. F. D. C. 12582 
F. D. C. 120082, F. N. J. F. D. C. 1a0i2 F.N. J. F. D. C. 12956 
F. N. J. F. D. C. 12069, F. N. J. F. D.C 
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an abnormal taste and color, malt syrup with a phenol-like odor and 
taste, moldy and musty Edam cheese, frozen white-fish having a dis- 
agreeable odor and discoloration, imitation blackberry preserves with an 
abnormal taste and odor, frozen whole eggs which had a smoky odor, 
empty shells in Brazil nuts, and soft, slimy pickles. Articles of like 
nature which are atypical by reason of the presence of foreign sub- 
stances, or by reason of other abnormal qualities which would render 
the product unexpectedly difficult to chew, abnormally desiccated, or 
aesthetically objectionable to the ordinary consumer should be seized 
and condemned, irrespective of whether they are harmful to the con- 
sumer. Nor should the test be whether the article is actually inedible, but, 
as in the case of food condemned because of the presence of filthy, 
putrid, or decomposed substances, it should be the aesthetic tastes and 
sensibilities of the consuming public. If an ordinary purchaser, aware 
of the actual condition of the article of food, would not purchase it, 
then it should be condemned as unfit for food.?® Only in this manner 
can the full measure of protection be afforded the public, and only by 
construing the words ‘‘otherwise unfit for food” as establishing a 
residual category of adulteration which is designed to protect the con- 
sumer from abnormal, atypical foods can these words be given the 
liberal construction which should be accorded them.*° [The End] 


2” Since this article was written, Judge 





28 A close approach was made to this con- 


struction in one recent case. The govern- Clifford of the District of Maine has written 


ment contended that the asparagus seized 
was unfit for food by reason of the presence 
of hard and woody pieces of asparagus, as 
well as being misbranded because of non- 
conformity with the standard of identity 
established under Section 403 (g) (1). While 
Judge Claude McColloch decided the case 
in favor of the claimant, his method of 
determination was to eat a can of aspara- 
gus himself to determine its suitability for 
food. Aside from the fact that the Judge 
placed too much emphasis on the question 
of whether or not the food was actually in- 
edible, the opinion demonstrates that the 
question of fitness or unfitness for food can 
be determined factually by using consumer 
acceptance as a standard. It is, of course. 
not suggested that the trier of facts need 
always base his conclusion on a personal 
organoleptic test of the product. United 
States v. 298 Cases ... “Ski Slide Brand 
... Asparagus ...,’’ (DC Ore., 1949) CCH 
Food Drug Cosmetic Law Reports { 7131. 
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an opinion denying a Motion to Dismiss 
made by the claimant in United States v 
24 Cases... “‘Custom House Herring Roe’’ 

The opinion was handed down on 
November 16, 1949, and has not yet been 
reported. The Government contends in the 
libel that the article is adulterated because 
it is ‘‘unfit for food by reason of its tough, 
rubbery consistency.'’ The claimant's mo- 
tion attacked the libel as failing to state 
a cause of action. In denying the motion, 
Judge Clifford decided that the words 
“otherwise unfit for food’’ do establish 
a separate category of adulteration which 
“‘strengthened and enlarged the intended 
scope of the coverage of the Act.’’ He 
decided that the issue of unfitness is a fac- 
tual one to be decided by a trial on the 
merits: and, in determining what standard 
should be applied, the Judge rejected the 
tastes of both the ‘fastidious, finicky in- 
dividual’’ and the ‘‘case hardened individu- 
al.”" He decided that the true test is what 
the average, normal person can eat 
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The Need for Additional Legislation 


To Regulate the Use of Chemicals in Foods 


THE SUBSTANCE TO BE EMBRACED BY THE RECOMMENDED LEGISLA- 
TION SHOULD BE CAREFULLY DEFINED SO AS TO RESTRICT IT TO 
WHERE THE NEED FOR SUCH APPROVAL REASONABLY EXISTS 








BY MICHAEL F. MARKEL 





HE QUESTION of public interest involved in the use of chemi- 

cals in foods, one of greatest importance, has been discussed on 

numerous occasions and on various platforms. Anyone interested 
in a consideration of the potential health hazards involved in such uses 
may profitably read the several papers by regulatory officials, many of 
which have been published in the Quarterly.’ 


There have also been less responsible discussions of the problem 
by others, many of which discussions are of a superficial character—of 
the ‘‘against sin’’ type—which serve more to confuse than to enlighten. 


These discussions have served to create the impression that there 
exists today a widespread threat to public health from the use of chemi- 
cals in foods which must be checked promptly by additional legislation. 
As a consequence, legislation has already been proposed which, itself, 
reflects such impressions. This is unfortunate because, in our opinion, 
the problem which does exist has been much exaggerated. The fact that 
all of those who discuss the matter still have to go back to the “elixir 


‘Paul B. Dunbar, “‘Chemicals Used in for the Appraisal of the Toxicity of Chem- 
Manufactured Foods or as Pesticides on icals in Foods,"" 4 Food Drug Cosmetic 
Growing Foods,’ 4 Food Drug Cosmetic Law Quarterly (1949) 412; Paul B. Dun- 
Law Quarterly (1949) 296: C. W. Crawford, bar, ‘“‘The Food and Drug Administration 
Pesticides and the Food Law."’ 4 Food Looks at Insecticides,’’ 4 Food Drug Cos- 
Drug Cosmetic Law Quarterly (1949) 132: metic Law Quarterly (1949) 233: and W. B. 
Arnold J. Lehman, Edwin P. Laug, Geof- White, Ph. D., ‘“‘The Addition of Chemicals 
frey Woodard, John H. Draize, O. Garth to Foods,’ 2 Food Drug Cosmetic Law 
Fitzhugh, Arthur A. Nelson, ‘‘Procedures Quarterly (1947) 475 
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of sulfanilamide”’ incident in 1937 and the “ginger Jake” incident of 
a decade earlier, for their most impressive examples, is ample evidence 
of the existence not only of generally effective regulatory statutes but 
also of the highest sense of responsibility on the part of the food industry 
to the consuming public. An example of the recognition and acceptance 
of such responsibility by the food industry is the statement made some- 
time ago by G. Cullen Thomas of General Mills, Inc., before a Senate 
committee: 

We and al! other responsible manufacturers of food products consider that we 
have reposed in us a tremendous and sacred trust to see that, by whatever means, 


our products finally reach the consumers in the finest of condition with no question 
of their fitness or quality 


Furthermore, it is bad business, both economically as well as legally, 
to include in food, ingredients which jeopardize the consumer's health. 
Many a manufacturer could not withstand the economic impact of an 
incident such as those generally referred to as justifying new legislation, 
and its occurrence would likely land the responsible party in jail. The 
present law declares the use of such substances unlawful, and such 
violations of the law will, if detected, result in the condemnation and 
destruction of the food containing them and in making the violators 
liable to criminal penalties of a fine or imprisonment, or both. This 
being true, it is difficult to understand the urgency with which sweeping 
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legislative investigation and legislation are advocated in certain quarters. 
Admittedly, a problem does exist; but it is a relatively narrow one 
and is quite well defined. 


The instances enumerated by Dr. White in his paper,’ as well 
as some others of a less dramatic character, have occurred. Any legis- 
lation which will serve to avoid or minimize their occurrence is highly 
desirable. As someone has said, according to Dr. White, ‘Foresight is 
at its best when looking backward.” A consideration of past incidents 
will help in planning for the future. Such backward foresight reveals 
first that, in each case, the law was violated as a result of either bad 
“guessing” or inadequate investigation; secondly, that these violations 
were not detected until they were revealed by their tragic effects. The 
manufacturer involved considered his product safe; the regulatory offi- 
cials had no knowledge either of the presence of the offending substance 
in the product involved, or the degree of its harmful potentiality, until 
after the damage had been done. These incidents were all “‘accidents,” 
at times due to recklessness and at times not reasonably avoidable under 
existing circumstances. 


The problem, therefore, does not stem from the insufficiency of 
the existing law in excluding dangerous substances from foods, but 
rather from the practical, and usually impossible, enforcement problems 
posed by this law, particularly the need for time-consuming investiga- 
tions of toxicity before the law can be applied. This phase of the 
problem has not generally been discussed heretofore, as such, but an 
examination of it is necessary to a fuller understanding of the scope 
of any required corrective legislation. It has, therefore, been suggested 
that such consideration, coupled with recommended legislation, if needed, 
would be in order and timely. 


It would be helpful if we could, at the outset, define the term 
“chemicals” as it is generally used in any discussion of the existing 
problem. This we can not undertake. No one has done so heretofore. 
We will, however, outline the scope of substances included in our con- 
sideration by quoting the following from Dr. White's paper previously 
cited: 

Of course the term “chemical” is a broad one. and it thus seems well to define it 


more closely for the purposes of this discussion. I shall not include within its scope 
that relatively large group of chemicals which are prepared directly from plant or 











2 See footnote 1, supra. 
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animal materials, many of which have themselves been eaten as food by man at some 
stage of his lengthy career, with no untoward physiological effects. Accordingly such 
materials as natural pigments, colloids, glucosides, extracts, and other “isolates” are 
not dealt with. We are, rather, concerned with those increasingly numerous chemicals 
whose relationship with tried and true foods is so distant that we can only remotely 
guess as to their effect—good, bad or indifferent—on the human animal ; 
(Italics ours.) 


While this is not a precise definition of any substance or class of 
substances, nor was it intended to be, it does outline quite well the class 
of substances which require present consideration. Any new legislation 
should be restricted to this class. The problem of a suitable statutory 
definition to insure such restriction is passed on, for resolution, to those 
who, by reason of their technical training and practical experience, are 
better qualified to do so. 


The existing regulatory laws which have bearing on this class 
of substances are, primarily, the Federal Insecticide, Fungicide, and 
Rodenticide Act;* the Meat Inspection Act;' and the Federal Food, Drug, 
and Cosmetic Act.® 


The Federal Insecticide, Fungicide, and Rodenticide Act is not 
primarily a consumer statute. It is calculated to insure the efficacy 
of substances in killing insects, plants, and rodents which are not 
wanted; to safeguard those, particularly plants and animals, which 
are wanted; and to protect the users of these substances against possible 
injury. This Act does not follow the chemical through to the consumer's 
dinner table, nor would it be practicable to do so in connection with 
the subject matter of a regulatory statute of this character. 


The Meat Inspection Act does, in effect, authorize the Secretary 
of Agriculture to restrict the use of chemicals in the preparation and 
processing of meat products to those which have first been approved.’ 
However, since this statute is restricted to regulating the production of 
meats and meat products intended for shipment in interstate commerce, 
it fails to reach non-meat products in which chemicals are used. 








2 Food Drug Cosmetic Law “Quarte rly ® 52 Stat. 1040 (1938), 21 U. s. C.A A. §§ 301 
475. et seq. 
*61 Stat. 163 (1947), 7 U. S. C. A. §§$ 135 ™ See particularly 21 U.S. C. §§ 74 and 89. 


et seq. 
5 34 Stat. 1260 (1907), 21 U. S.C. A. §§ 71 
et seq. 
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Control of Use of Chemicals in Foods by Enforcement of 
Adulteration Provisions 


The vast majority of the foods prepared for shipment in interstate 
commerce in which chemicals are used, or proposed for use, are the 
remaining natural or processed or fabricated foods, which are subject 
only to the provisions of the Federal Food, Drug, and Cosmetic Act. 
While regulation of the use of chemicals in foods has been undertaken 
incidentally through food standard hearings, the provisions of this Act 
which regulate the use of the class of substances outlined, are: 


Sec. 402. A food shall be deemed to be adulterated—(a)(1) If it bears or 
contains any poisonous or deleterious substance which may render it injurious to 
health; but in case the substance is not an added substance such food shall not be 
considered adulterated under this clause if the quantity of such substance in such 
food does not ordinarily render it injurious to health; or (2) if it bears or contains 
any added poisonous or added deleterious substance which is unsafe within the 
meaning of section 406; .. 


Sec. 406. (a) Any poisonous or deleterious substance added to any food, except 
where such substance is required in the production thereof or cannot be avoided by 
good manufacturing practice shall be deemed to be unsafe for the purposes of the 
application of clause (2) of section 402(a); but when such substance is so required 
or cannot be so avoided, the Administrator shall promulgate regulations limiting the 
quantity therein or thereon to such extent as he finds necessary for the protection 
of public health, and any quantity exceeding the limits so fixed shall also be deemed 
to be unsafe for purposes of the application of clause (2) of section 402(a). While 
such a regulation is in effect limiting the quantity of any such substance in the case 
of any food, such food shall not, by reason of bearing or containing any added amount 
of such substance, be considered to be adulterated within the meaning of clause (1) of 
section 402(a). In determining the quantity of such added substance to be tolerated 
in, or on different articles of food the Administrator shall take into account the extent 
to which the use of such substance is required or cannot be avoided in the production 
of each such article, and the other ways in which the consumer may be affected by the 
same or other poisonous or deleterious substances . . * 


It will be noted that Section 402(a)(1) contemplates the presence 
in a food of two kinds of substances, “added” substances and those 
which are naturally present in a food. Sections 402(a)(2) and 406 
relate only to ‘‘added” substances. In discussing the question of addi- 
tion of chemicals to foods, one is necessarily concerned only with 
“added” substances. First it becomes necessary to determine whether an 
added substance is “poisonous or deleterious’ within the meaning of 
this phrase, since adequate proof of toxicity must necessarily be available 
before the above quoted sections of the law can be applied. If the harm- 





$21 U.S.C. A. § 342. *21 U.S.C. A. § 346. 
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lessness of the substance is established, these sections are no longer 
concerned, but if it is found to be ‘poisonous or deleterious,’ these 
sections become operative. How they operate depends on whether the 
addition of the substance is required in the production of the food, or 
whether its addition can be avoided by good manufacturing practice. 
If it is required or is unavoidable, and no tolerance has been prescribed 
pursuant to Section 406, Section 402(a)(1) prohibits its use in any 
quantity which may render the food injurious to health; if a toler- 
ance has been prescribed, Section 402(a)(2) prohibits its use in any 
quantity exceeding the limit specified as the tolerance. But if the addition 
of the substance is not required and is avoidable, then no part of the 
substance may be added to the food, even though the quantity used 
may be so small as to be entirely harmless. This bears emphasizing 
since most manufacturers seem to be unaware of this provision of the 
law. The lack of toxicity of the substances in the quantity present is 
not the test, once it had been determined that it is “poisonous or deleteri- 
ous ; the test then is whether the substance is reasonably required or 
cannot be avoided in the production of such food. 


The reason for this is that Section 406 is calculated to protect 
consumers against possible synergistic or cumulative effects of such 
substances in foods generally. This is evident from the explanation of 


the purpose of this section, as contained in the House Committee Re- 
port,?° accompanying S. 5,"! where it is stated: 


Section 406, in subsection (a), provides for a fairer and more effective control of 
the addition of poisons to foods than does the present law. This subsection first pro- 
hibits the unnecessary addition of poisons. Where such additions are necessary, the 
establishment of tolerances is authorized, based upon the practical necessities for the 
use of poisonous substances. It is well recognized that an adequate fruit and vegetable 
supply could not be brought to maturity without the use of toxic insecticides and 
fungicides. But the situation is made extremely complex by the number of poisonous 
substances used for different crops in different localities, and by contaminations which 
unavoidably occur in many manufacturing processes. The purpose of the subsection 
is to insure that the fotal amount of poisons the consumer receives will not be sufficient 
to jeopardize health. The needs of each branch of the food-producing industry can be 
met and the public health can be adequately protected. (Italics ours.) 


This suggests another difficult question. What is a ‘poisonous or 
deleterious” substance? Many common food ingredients are capable of 
causing ill effects under given conditions. Indeed, those who like their 


© H. R. No. 2139, Seventy-fifth Cong., ™ This bill contained section 406 in its 
3d Sess. (1938). present form 
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foods salty should be grateful that salt has been used as seasoning 
agent for many centuries because it has been suggested by qualified 
experts, possibly in mixed seriousness and facetiousness, were it in- 
troduced as a new food ingredient today, it might have difficulty in quali- 
fying under the statutory provisions quoted. Salt can be ingested in a 
quantity that is certainly toxic. The question seems to resolve itself 
into one of degree in potentiality for causing harmful effects. 


The phrase “‘poisonous or deleterious’ is not defined in the statute. 
Nor has the Administrator undertaken its definition by interpretive 
regulation. However, it is generally understood by those having had 
occasion to resolve this question in specific cases, that the question is 
resolved, administratively, largely on the basis of the layman's under- 
standing of these terms; that is, whether the substance, when consumed 
as such, in a quantity reasonably capable of ingestion, will cause harm, 
other than strictly allergic reactions such as may be caused by many 
wholesome foods in sensitive individuals. 


The enforcement problem posed by the law now becomes readily 
apparent. First of all, the presence of a certain chemical in a given 
food has to come to the attention of regulatory officials; then toxicological 
studies have to be undertaken to determine its toxicity; if it is toxic, 
then a conclusion must be reached as to whether it is required in the 
production of a food; if not, it is banned; but if so, then a conclusion must 
be reached about the levels in which it can be safely used. In enforcement 
proceedings against alleged illegal uses of the substance, the Government 
is required to establish the essential facts by a preponderance of the 
evidence in civil actions, and beyond a reasonable doubt in criminal 
actions, to the satisfaction of a judge or jury. This requires court 
presentation of the results of the necessary scientific determinations 
which are prescribed in the article by Lehman and his associates in 
the last issue of the Quarterly.’ 


The slightest familiarity with the scientific work involved in de- 
termining the facts required to be established in the enforcement of 
Section 402(a)(1) and (2) will readily reveal that the limitations of 
personnel and appropriations of the enforcing agency would render 
effective enforcement impossible. The Food and Drug Administration 
could not, as a practical matter, discover the use of all chemicals as 


12 Supra, footnote 1 
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they were being introduced into foods and could far less undertake 
the work required for effective policing of potential violations. 

Indeed all the qualified pharmacologists and toxicologists, inside and 
outside of the Government service, could not adequately develop the 
facts required for determining compliance with Section 402(a)(1) and 
(2) with respect to each of the chemicals being used or proposed for 
use in foods. 


Control of Use of Chemicals in Foods by Standardization 


While control of the use of chemicals in foods for which standards 
have been issued, has been undertaken incidentally to such standard- 
ization, we submit that the practical problems posed by the enforcement 
of the adulteration provisions, the provisions intended to provide the 
means for such control, cannot be solved, or significantly alleviated, by 
standardizing foods in which such substances are found or for which 
they are proposed. 

First, we think it requires a little stretching of statutory language 
and objective to justify administrative resolution of factual issues which 
are the basis for determining compliance with the applicable adulteration 
provisions of the Act, and, in so doing, shift the burden of establishing 
these facts to the manufacturer and deprive him of the benefit, if any, 
of a jury trial. We are not suggesting that Congress lacks the power 
to authorize administrative resolution of such factual issues. Indeed, 
as will be noted, Congress has done just this with respect to certain 
of such issues. We merely suggest that it is highly questionable whether 
the factual issues raised by Section 402(a)(1), requiring judicial pro- 
cedures, were also authorized to be determined administratively, under 
Section 401, incidental to the promulgation of food standards. 

Section 406(a) authorizes administrative determinations of factual 
issues required to be resolved in enforcing the section relating to the 
required or unavoidable use of “poisonous or deleterious’’ substances in 
foods. (Section 402(a)(2).) Section 401, the food standard section, 
authorizes administrative determinations of factual issues inherent in 
the economic adulteration proscriptions of Section 402(b). Section 
406(b) authorizes the factual determination of the harmlessness and 
suitability of coal-tar colors as a basis for the enforcement of the adultera- 
tion provisions of Section 402(c). Since there are these specific author- 
izations for administrative determination of certain factual issues inherent 
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in Section 402, including the determination of suitability and safety 
of specified substances, it would seem that the application of the maxim, 
expressio unius est exclusio alterius, would negate the proposition that 
the Administrator may determine, via food standardization, factual issues 
raised in determining compliance with the remaining adulteration pro- 
visions of Section 402, including subsection (a)(1) thereof, the one 
concerned with the safety of food ingredients. 


However, such inquiries at food standard hearings are justified by 
many on the theory that they are inherent in a determination of facts 
from which conclusions may be drawn as to whether inclusion of the 
proposed ingredient in the standard would “promote honesty and fair 
dealing in the interest of consumers,” and whether it would be ‘‘rea- 
sonable” to do so. But the same may also be said with respect to all 
other factual situations requiring consideration of compliance with the 
remaining adulteration provisions of the Act; yet, it is the prevailing 
practice to exclude consideration of factual issues of adulteration under 
Section 402(a)(3), (4) and (5). 


Admittedly, there is something shocking to the conscience in any 
suggestion that considerations of toxicity of ingredients proposed for 
recognition in a food standard have no place at a food standard hearing. 
That the practical need for this procedure exists, is attested to by the 
fact that manufacturers have gone along with it, without protest. Cer- 
tainly there appears to be a real question, however, whether Congress 
intended that the safety of food ingredients was to be determined in 
any manner other than by enforcement of Section 402(a)(1), except 
in the specific instances noted. It seems, therefore, that this practice 
is more the result of practical necessity than of normal construction of 
statutory language. 


However, even though the proposition has been generally accepted, 
and even if it were sound, it does not solve the problem of adequate 
control of the use of chemicals in foods. Obviously the Administrator 
could not begin to standardize all foods in which chemicals are used or 
for which they are proposed. Furthermore, the spectacle at the recently 
concluded bread hearing furnishes a graphic example of the imprac- 
ticability of the solution of this problem via the food standard procedure. 
Not only do such investigations serve to prolong, unnecessarily, the 
hearing beyond all reasonable bounds, but the development of scientific 
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evidence is often anything but ‘‘scientific."" There will always be those 
with a selfish interest to protect, who will inject themselves into these 
proceedings, not to aid in the orderly development of scientific facts 
and scientific conclusions, but rather, to confuse and confound by 
throwing sand, as it were. 


It is clear, therefore, that the hazards to consumers will not be 
significantly minimized by undertaking to control the addition of chemi- 
cals to foods through a program of standardization even if such a pro- 
gram might have legal sanction. 


A Suggested Solution of the Problem 


The enforcement problems are becoming more acute from day to 
day because of the rapid strides in present-day developments of food 
technology. New chemicals falling within the scope outlined come 
into use, or are proposed for use, almost daily. Therefore, the cur- 
rent problem of safety of such foods is not unlike that of the safety 
of drugs years ago. We may, therefore, look to the drug portions of 
the law for a possible solution. While accidents still occur in the drug 
field since the enactment of the “new drug” Section (Sec. 505)—the 
suppository incident, for example—yet it is generally conceded by both 
regulatory officials and industry representatives that this legislation has 
served to reduce these accidents to their very minimum, and without 
imposing any undue burdens on the drug industry. The practical ex- 
perience of operating under Section 505 for upwards of a decade justifies 
this conclusion. 


It seems logical that, since a parallel problem exists today in the 
food field, parallel legislation in the food portion of the Act should 
be of like aid in the solution of a like problem. Therefore, legislation 
requiring official approval for using certain carefully defined substances 
in food is indicated. The objective sought to be obtained could be 
reached by a provision, in suitable form, and possibly supplementary to 
Section 402(a), providing, in effect, that a food will be deemed to be 
adulterated if it contains any of the defined group of substances, unless 
such use has been approved by the Administrator. 


It is deemed advisable to emphasize again, that the substances to 
be embraced by the recommended legislation should be carefully defined 
so as to restrict them to those where the need for such approval rea- 
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sonably exists. To go so far as has been recommended by the American 
Public Health Association, according to the report in the New York 
Times for October 27, 1949, and others, as to include “chemicals or 
other new ingredients,’ would impose unnecessary and impossible bur- 
dens on the food industry. It would be most impracticable, and certainly 
not necessary, to secure prior administrative approval for inclusion in 
foods of new substances derived from food sources, for example, most, 
if not all, of which fall within the category where an investigation of 
safety is not reasonably indicated. It is most important, therefore, that - 
the statutory definition of the substances intended, be precisely and 
carefully drawn. 


In drafting this legislation, it should also be made plain, in the 
statute so far as is practicable, and in considerable detail in the legislative 
history, that the functions authorized are to be restricted to the con- 
sideration of the safety of these substances. The reason for this is that 
conceivably some regulatory officials may be inclined to exclude a 
chemical from a food, not so much because of any real likelihood of 
danger, but rather on the ground that, in the opinion of the reviewing 
official, this chemical served no useful function in such food or otherwise 
served to adulterate the food. We think the question of usefulness can 
safely be left to the manufacturer because no one is going to spend 
money for the inclusion of chemicals in foods unless, in his opinion, and 
in the opinion of his customers, this serves a useful function. Should any 
question of adulteration arise from the introduction of the substance 
in a food, its solution should be left to the enforcement of the applicable 
statutory provisions. Aside from the deficiencies herein discussed, Sec- 
tion 402 is sufficiently broad to cover any conceivable abuse or misuse 
of chemicals in foods. 


It seems to us that the proposed legislation would be eminently fair 
from the food manufacturers’ standpoint. Certainly any reputable manu- 
facturer will not introduce a kind of substance here under discussion 
into any food without first making sufficiently exhaustive investiga- 
tions to insure its safety. Such a manufacturer would also want to be 
the first to have pointed out to him any oversight in, or insufficiency of, 
his investigation. The proposed legislation would serve just this func- 
tion. It would not require any manufacturer to do more than he ordinarily 
would and should do. It would only require him to submit his data 


Need for Legislation on Chemicals in Foods Page 573 











to others for review to determine whether his conclusions as to safety 
are in fact supported by the data, and whether the data are adequate 
for evaluating the safety of such substance. This would also protect 
reputable manufacturers against possible disastrous consequences to a 
whole industry which can follow from a careless or deliberate bad guess 
by one of its less careful members. Every industry has a fringe willing 
to take chances in efforts to outstrip the rest. It is desirable and rea- 
sonable that such gambling be restricted. 


It is hoped that the foregoing will serve to demonstrate the need 
for legislation, along the line proposed, and the fairness of such legis- 
lation to the food industry. This is sufficiently obvious, we think, that 
those in authority, in Congress, in the executive departments and in 
industry, should be well aware of the existence of the problem and the 
need for, and reasonableness of, the suggested solution. If this be true, 
it is hoped they will get on with the job and stop debating and in- 
vestigating. [The End] 


NEW YORK BAR ASSOCIATION 
MEETING 


The fifth annual meeting of the Section on 
Food, Drug and Cosmetic Law of the New York 
State Bar Association will be held in New York 
City on January 26, 1950. 
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Some Historical Notes 
on the Refilling of Prescriptions 


THE ULTIMATE HAS BEEN REACHED, SO FAR AS THE REFILLING 
OF PRESCRIPTIONS IS CONCERNED, IN THE 1949 NEW JERSEY 
STATUTE WHICH PROHIBITS THE REFILLING OF ANY PRESCRIP- 
TION WITHOUT THE AUTHORIZATION OF THE PRESCRIBER. 


BY EDWARD J. MATSON 





at the request of a customer suddenly has engaged the attention 

of interested parties as the result of a new policy enunciated 
by the Food and Drug Administration. Perhaps as a result of consid- 
ering the problem of the misuse of barbiturates, a representative of the 
Administration made this statement, far broader in its application than 
the barbiturate problem alone: 


4 | VHE MATTER of the refilling of a prescription by a pharmacist 


We believe that a prescription should be regarded as a written expression of 
the physician's will and purpose that the patient be furnished a specified quantity 
of a drug for use as the physician directs. If the prescription specifies that it may 
be refilled a certain number of times at stated intervals, its refilling accordingly is 
unobjectionable. But refilling without an expression of the physician's will and 
purpose that the patient be furnished a quantity additional to that originally called 
for by the prescription is in both logic and fact an over-the-counter sale.’ 

Unquestionably this statement produced bewilderment and dismay 
in the minds of the large majority of the nation’s pharmacists who learned 
of it. Refilling of prescriptions has been a practice so universal and 
so much a part of pharmacy that the statement caused an immediate 
reaction. The National Association of Retail Druggists and the Amer- 
ican Pharmaceutical Association reacted by proposing that the Federal 
Food, Drug, and Cosmetic Act be amended to exempt prescription prac- 
tice from surveillance by the Food and Drug Administration. 


The extent of refilling has been amply documented. Refilling is 
obviously very important from the standpoint of the economics of 





1 Crawford. C. W., ‘‘Administrative Prog- metic Act,’’ 4 Food Drug Cosmetic Law 
ress of the Federal Food, Drug, and Cos- Quarterly (1949) 17. 
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pharmacy operation. The latest Lilly survey * indicated that refills in 
1948 constituted an average of 42.9 per cent of all prescriptions filled, 
ranging from 35.9 per cent in the South Atlantic States to 51.7 per cent 
in New England. The pharmaceutical survey conducted under the 
auspices of the American Council of Education * confirmed this with 
an average of 34.8 per cent of all prescriptions accounted for as refills. 
The study broke down refills according to the time elapsed between 
the original filling and the refilling as follows: 


Per Cent 
Less than 1 year 74.8 
1 to 2 years 11.8 
2 to 4 years 9.2 
4 to 6 years ye 
6 to 8 years 1.1 
More than 8 years 1.3 
Not stated 0.1 


Of the new prescriptions filled during the period of the survey, the 
participating pharmacists considered that 15.9 per cent were not refill- 
able by law, 1.2 per cent could not be refilled because the physician 
had so directed on the prescription, and 0.1 per cent were not refillable 
for other reasons. These reasons included potential harm to the patient, 
and the like. The last figure indicates that some pharmacists are volun- 
tarily not refilling prescriptions for ‘‘dangerous drugs’ even though 
such refilling is not prohibited by law. 





? Eli Lilly and Company, ‘‘Lilly Digest of ‘American Council of Education, “Pre- 
1948 Statements of 1,122 Retail Druggists’”’ scription Study of the Pharmaceutical Sur- 
(1949) vey (1949) 16. 
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PRP Laas 


Refilling of prescriptions is a custom so old that the practice has 
been considered as almost axiomatic by pharmacists. It is obviously 
taken for granted in the Code of Ethics of the American Pharmaceutical 
Association, as may be seen in two sections of the Code quoted below: 


He [the Pharmacist] should follow the Physician's directions explicitly in the 
matter of refilling prescriptions, copying the formula upon the label or giving a 
copy of the prescription to the patient. He should not add any extra directions 
or caution or poison labels without due regard for the wishes of the prescriber, 
providing the safety of the patient is not jeopardized. 

He should not imitate the labels of his competitors nor take any unfair advantage 
of merited professional or commercial success. When a bottle or package of a 
medicine is brought to him to be refilled, he should remove all other labels and 
place his own thereon unless the patient requests otherwise.* 


It was similarly taken for granted in a recent “Current Comment” 
article on prescription writing in the editorial section of the Journal 
of the American Medical Association: 


The physician should be mindful of the frequency with which prescriptions are 
refilled without his knowledge. Thus he may limit the number of doses to the 
actual needs of the patient and state specifically on the prescription whether it can 
be refilled and, if so, how often. The importance of such directions, for example 
when barbituric acid compounds are prescribed, is obvious.* 


More recently, however, the Council on Pharmacy and Chemistry 
has published the Administration policy for the information of the 
medical profession.® 

An occasional voice, particularly in the medical profession, has 
been raised against the practice of refilling prescriptions. As long ago 
as 1906 Dr. Bernard Fantus wrote: 


If a druggist refills a prescription without the order of the physician who wrote 
it, he does so on his own responsibility, and he has no legal or moral right to 
place the physician's name on the container. 

Unfortunately, this matter is not generally understood, and renewals are granted, 
on demand by the patient, without the knowledge of the physician; there being 
no rule against repeating prescriptions as often as may be desired by the patient. 
This is a serious condition of affairs, for great harm may be done by improper use 
of almost any active remedy. Many a life is wrecked by drug habits originating 
from the use of a prescription beyond the period intended by the prescriber. Condi- 
tions being as they are, when there is danger from improper repetition of the pre- 
scription, the physician should write at the bottom of the prescription, “Ne repetatur,” 
or “Do not repeat.” * 





411 Journal of the American Pharmaceu- *Council on Pharmacy and Chemistry, 
tical Association (1922) 728. ‘‘Prescription Writing,’’ 140 Journal of the 
5 Editorial, ‘‘Prescription Writing,’’ 130 American Medical Association (1949) 1157. 
Journal of the American Medical Associa- *Fantus, Bernard, “Essentials of Pre- 
tion (1946) 214. scription Writing’ (1906) 131. 
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This view was given short shrift by Dr. Otto A. Wall, writing at 
about the same time from the viewpoint of the pharmacist: 

Some physicians have recently commenced the practice of writing immediately 
after the signatura of the prescription the words, “not to be repeated.” It is doubtful 
whether this direction can be obeyed by the pharmacist, and it probably is super- 
fluous and useless. When this direction is on the blank, the patient will generally 
demand that his prescription be returned to him, and no druggist would hesitate 
to put it up without asking whether it had been previously compounded or not, and 
many pharmacists will pay no attention to any such directions. The question of 
ownership in the prescription is a very vexing one, and while the writer inclines 
to the belief that the prescription belongs to the patient who has paid for it, there 
are others who claim it to be the property of the physician, and some who believe 
it to become the property of the pharmacist who compounds it. The question is 
not likely ever to be satisfactorily settled, and, therefore, it is not necessary to say 
more about it than that it will be little or no use to write “not to be repeated.” * 


Doctor Wall's advice has, of course, been subject to modification 
in succeeding years. Anti-narcotic legislation, barbiturate legislation 
and laws regarding prescriptions for alcoholic beverages have frequently 
forbidden refills. In both state and Federal statutes the direction “not 
to be repeated” has received legal recognition. 


With some justification pharmacists have indicated that the views 
of Doctors Fantus and Wall are unreal extremes. They have pointed 
to the historical intimate relationship between physician and pharmacist, 
making it possible for the pharmacist to know, even in the absence of 
specific authorization, that a request of the patient for refill of a pre- 
scription represents the will of the physician. The pharmacist asserts 
that custom and usage are authority enough for continuation of this 
professional modus operandi, at least with regard to non-hazard- 
ous drugs. 


In one case, at least, the court has considered refilling of a pre- 
scription not an improper act. A powder compounded by the druggist 
according to a physician's prescription had been given by a mother 
to her four-year-old child several times with beneficial results. Finally, 
having again had the prescription refilled, she administered the mixture 
to the child with injurious results. The question was raised whether 
the mother was guilty of contributory negligence in not consulting a 
physician before giving the dose to the child. The court decided the 
mother was not guilty in these words: 





8 Wall, Otto A., ““The Prescription” (1917) 
166. 
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It appears, however, that a powder, compounded from this same prescription, 
and presumed to be precisely like it, had previously been given to this little girl 
two or three times with perfect success. If this powder, when properly compounded, 
had several times been used with benefit, then the mother, we think, had a right 
to presume that a use of it again for a similar trouble, and it was similar, would 
effect a like result. She could not, therefore, be charged with negligence even if 
her course was not in harmony with the highest degree of prudence. She was required 
to exercise only that caution which an ordinarily careful person would have done 
under like circumstances.’ 


Ownership of a prescription might be expected to have an impor- 
tant bearing on the question of whether there is a right of refill. How- 
ever, several questions regarding property rights in prescriptions have 
never been clearly settled in the courts, and so a definite answer cannot 
be given on the exact status of prescription ownership. 


A Texas court held that the customer has a qualified property 
right in his prescription as it lies in the druggist's files. However, as 
between the druggist and a third person the druggist has the right to 
the prescription. A chattel mortgage on the stock of goods of the 
drug store does not include the prescription file. It was also 
held that the druggist may transfer his accumulated prescriptions to 
another druggist: 

Evidence was heard by the court, very properly, we think, to explain the 
relation of druggists to the prescription left with them. There was testimony tend- 
ing to show that there was a qualified right to the use of the prescription in the 
person depositing it, if asserted; but otherwise, and between the druggist and third 


persons, the druggist was entitled to them. . . . He had a right of property 
in the prescriptions, and any such rights are transferrable in this state.” 


In another case it was held that a druggist who refuses to deliver 
the medicines called for in the prescription has no right to retain the 
prescription in his possession after demand, even though the party 
presenting it is unable or unwilling to pay the price of the prescription: 


It may be that apothecaries, after filling a prescription and delivering the 
medicines, have the absolute right to retain the prescriptions as a record of their 
business. Upon this point we express no conclusive opinion, because it is not 
necessary to the determination of the case presented by this record. But we cannot 
assent to the proposition that an apothecary who has refused to deliver the medicines 
called for in the prescription, because the party presenting it is unable or unwilling 
to comply with his terms as to payment, can retain in his possession the prescription, 
against a demand for its return.” 





1 White v. McComb City Drug Store, 86 
A. 294 (1912). Miss. 498, 38 S. 739, 4 Ann. Cas. 518 (1905). 
” R. C. Stuart Drug Co. v. Hirsch (Tex. 
Civ. App. 1899), 50 S. W. 583. 


Refilling of Prescriptions Page 579 





A Missouri druggist claimed that his prescriptions were his private 
papers and that a statute requiring him to bring them before a grand 
jury was unconstitutional because they might incriminate him. The 
court denied this argument in the words: 

As evidence of authority to make particular [intoxicating liquor] sales, they 
[prescriptions] would constitute private papers of the druggist but could not be 
regarded as evidences of crime, but rather of innocence. The chief purpose of their 
preservation, however, was evidently in giving aid to courts and grand juries in 
their proper and lawful endeavors to control and regulate the sale of intoxicating 
liquors within the limits prescribed by the legislature, and in the investigation of 
matters of public concern. In these respects all the prescriptions become public, 
and not private, papers, and the druggist merely their custodian.” 


From a consideration of the above cases it may not be unwarranted 
to consider the ownership of prescriptions analogous to that of hospital 
clinical records. Scheffel and McGarvah state, with regard to the latter: 

Clinical charts, x-ray films, case histories, pathological specimens, and some 
records and forms come (with very few exceptions) within the category of con- 
structive trust property.” 


The parallel would seem very close. By the laws of most states 
the druggist now is required to keep filled prescription blanks in his 
files. The Texas court has declared that the customer has a qualified 
right to the use of the prescription. This relationship may therefore 
be construed as a trust relationship in that the druggist has the legal 
possession of the prescription, which he holds for the benefit of the 
customer. A trustee, of course, may violate no restricting law in using 
trust property in the interest of the beneficiary. Likewise the druggist 
may not illegally fill a prescription upon the request of the patient. 


Evidence that the custom of prescription filling is of long standing 
and is deep seated in prescription practice shows up in a study of legis- 
lation placing restrictions on the dispensing of drugs. It is apparent 
that the procedures of dispensing must have been so commonly under- 
stood in the early growth of the United States that laws confirming 
such procedures were considered unnecessary. The near absence of 
such enabling legislation, and of a body of court decisions, makes pos- 
sible the Administration interpretation of the Federal Food, Drug, and 
Cosmetic Act, regarding prescription refilling, almost by default. 





2 Stata v. Davis, 108 Mo. 666, 18 S. W. 18 Scheffel, C., and McGarvah, E.., “Juris- 
894, 32 Am. S. R. 640 (1891). prudence for Nurses’? (1938) 154. 
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Nevertheless, a consideration of the development of restrictive 
legislation to the present time is worthwhile, as from it can be rather 
clearly inferred the respect with which prescription practice has been 
held, and the trend of current legislation can be rather accurately plotted. 


Well before the end of the last century most states had passed 
poison laws. Such laws were, of course, something of a restriction 
on complete freedom for the pharmacist. And yet they put no other 
burden on him in most cases than to require record keeping on the 
dispensing of certain substances classed as poisons. Included in the 
poison laws of most states were narcotic drugs. 


Within a few years after the Civil War the misuse of narcotics 
began to develop as a major problem of public health. However, state 
legislatures treated the matter very gingerly. The first stage of legis- 
lation in each state was one of three types: Beginning with California 
in 1872, several states adopted laws which declared that the administer- 
ing by anyone of a narcotic drug to another person, with intent thereby 
to facilitate the commission of a felony, constituted a felony. Following 
the action of Vermont in 1882, a number of states required the inclusion 
in the curriculum of the public schools a study as to the moral, mental, 
and physical effects of narcotic drugs upon the human system. Nevada 
in 1877 and several other western states first enacted laws to prohibit 
opium smoking.”* 

The second stage in the development of narcotic legislation was 
the enactment of laws to regulate the sale or other disposition of habit- 
forming narcotic drugs. Nevada pioneered such legislation by enact- 
ing, in 1877, a law which prohibited the retail sale of opium, or its 
alkaloids or derivatives, except upon prescription of a licensed practi- 
tioner. Nevada, however, was a number of years ahead of any other 
state. It was not until 1887 that the Territory of Oregon followed 
suit by restricting the sale of opium and its derivatives, and of cocaine 
which was introduced into medicine in 1884 and rapidly became the 
subject of promiscuous use. 

In many states there was considerable reluctance to limit the dis- 


pensing of narcotic drugs. Maine is a good example. The act of 1887 
provided that only a registered pharmacist or physician could keep, 





%U. S. Treasury Department, Public Treatment of Drug Addiction,’ Supplement 
Health Service, “State Laws Relating to 91 to the Public Health Reports (1931). 
the Control of Narcotic Drugs and the 
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furnish or sell opium or morphine. The act of 1889 amended this act 
to provide that whoever sold opium or morphine without a prescription 
should keep a record of the sale, and that cocaine could be sold only 
on a written prescription. It was not until 1913 that these acts were 
repealed and replaced by a general enforcement act prohibiting the 
sale of narcotic drugs except upon prescription. 


In 1914 passage of the Federal Harrison Anti-narcotic Act finally 
fixed the pattern of anti-narcotic legislation. It provided for registration 
of those handling narcotics, and for the use of narcotic order forms 
as a record of the transfer of possession of narcotics. Refilling of pre- 
scriptions was prohibited, and keeping of prescription files was required. 


It is most interesting to follow the development of restrictive legis- 
lation on the dispensing of barbiturates. The parallel between anti- 
narcotic legislation and that on barbituric acid derivatives up to the 
present is startling. 

California in 1929 and Virginia in 1930 first enacted laws prohibit- 
ing retail sale of barbiturates except on prescription of a practitioner, 
and prohibiting refills, and the majority of states have since followed suit. 


There are now several straws in the wind showing the direction 
of further legislation on barbiturates paralleling that on narcotics. 
Mississippi (1940) requires that practitioners and pharmacists handling 
barbiturate prescriptions must have a valid Federal narcotic license. 
Arkansas (1935) requires triplicate copies of an order for wholesale 
transactions in barbiturates, one copy of which must be sent to the state 
board of health. California (1949) has taken a further step. A 
hypnotic license much like a narcotic license is required for all who 
deal in barbiturates. Furthermore, hypnotic order blanks similar to 
narcotic order forms are essential in each transaction. If the misuse 
of hypnotics increases, it is to be expected that other states will follow 
these patterns. Although the Federal Bureau of Narcotics has sug- 
gested that control of hypnotics may better be attempted on the state 
rather than the Federal level,’® it is possible that failure to establish 
uniform state control will eventually force enactment of a Federal 
law similar to the Harrison Act. 





% 6 Journal of the American Pharmaceu- 
tical Association, Practical Pharmacy Edi- 
tion (1945) 357. 
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Most states now require that barbiturates be sold at retail only 
on prescription, but in more than a dozen states the laws make no 
mention of refills. Furthermore, it is particularly worthwhile to con- 
sider the following states, where barbiturate legislation seems specifically 
to recognize a historical right of druggists to refill a prescrip- 
tion on request: 

Florida (1941) —Barbiturate prescription may be refilled unless it is specifically 
stated that it is not to be repeated. A record of barbiturates dispensed is required. 

Massachusetts (1948)—Barbiturate prescription is not to be refilled if the 
prescription forbids it. 

Michigan (1943, 1945) —““The Michigan state board of pharmacy shall issue a 
directive within 3 months from the date of enactment of this act, and every 6 months 
thereafter if additions or deletions are made, setting forth the products or preparations, 


or combinations of products or preparations, of barbituric acid and/or its derivatives 
for which prescriptions may be refilled unless otherwise designated by the prescriber.” 


New York (1946)—“No prescription for barbiturates or any other hypnotic 
or somnifacient drug shall be refilled by a pharmacist or druggist if the prescription 
bears direction that it is not to be refilled. Prescriber may indicate the number of 
times the prescription can be refilled. If the prescriber fails to specify (a) not to 
be refilled (b) an indication of refillable time period, then such prescription may 
be refilled by the pharmacist or druggist during a period of not more than six months 
from the original date of filling the prescription. However, the prescription shall 
not be refilled prior to the termination of the period during which, according to 
directions for use, the medication will have been used by the person for whom 
it was prescribed.” 


Oregon (1935) —Phenobarbital prescriptions are refillable. 


South Carolina (1948 regulation) —Prescriptions for barbiturates may not be 
refilled during the period of specified dosage after which it may be refilled twice 
within 60 days of original prescription unless specified “do not refill.” 


Leaving the matter of narcotic and barbiturate legislation, let us 
return to the basic problem of prescription refilling itself. The Food 
and Drug Administration finds its authority for its latest policy on 
refills in Section 503 (b) of the Act.*® This section exempts prescrip- 
tions from a number of labeling requirements, but not from the require- 
ment of Section 502 (f) that drugs must bear labeling which gives 
adequate directions for use and warnings against probable misuse. 
However, Section 502 (f£) also directs the Administrator to promulgate 
regulations exempting any drug from the adequate directions require- 
ment where such directions are not necessary for the protection of 
the public health. 





1% Dunbar, Paul B., ‘‘What Does the Fed- Prescriptions ?"’ 119 American Druggist 
eral Law Require on Labeling and Refilling (March 1949) 78. 
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By regulation the Administrator has exempted certain drugs dispensed on a 
physician's prescription from bearing adequate directions if the prescription labeling 
bears those directions which the doctor specified on the prescription order. [Regulation 
Section 2.106 (b) (2) (ii)]. This exemption is necessary because the directions 
specified by the physician on the prescription order ordinarily are not adequate direc- 
tions for the use of the drug by the patient if he were not under a physician's care. 

Since a prescription is an order for a specified amount of a given drug, deliv- 
eries in excess of the amount ordered by the doctor are over-the-counter sales and, 
therefore, are not exempt from bearing adequate directions and other information 
necessary for use in self-medication. Failure to label a drug with the required 
information is a misbranding of that drug and the person who causes a drug to be 
misbranded is subject to prosecution.™ 


Some druggists strongly disagree with the interpretation that Sec- 
tion 503 (b) empowers the Administration to adopt this position on 
refills. It is claimed rather that the section was written into the law 
for the express purpose of continuing the status quo of the general 
run of prescriptions.'* 

The Administration has made no comment on the implication of 
the phrases in Section 503 (b) which refer to refilling of prescriptions. 
The section reads: ‘ 

(b) A drug dispensed on a written prescription signed by a physician, dentist, 
or veterinarian (except a drug dispensed in the course of the conduct of a business 
of dispensing drugs pursuant to diagnosis by mail), shall if— 

(1) such physician, dentist, or veterinarian is licensed by law to adminis- 
ter such drug, and 
(2) such drug bears a label containing the name and place of business of 
the dispenser, the serial number and date of such prescription, and the name 
of such physician, dentist, or veterinarian, 
be exempt from the requirements of section 502 (b) and (e), and (in case such 
prescription is marked by the writer thereof as not refillable or its refilling is pro- 
hibited by law) of section 502 (d). 


Section 503 (b) was an amendment to S. 5 offered by the House 
Committee on Interstate and Foreign Commerce with the follow- 
ing comments: 


This section also provides an exemption for drugs dispensed on bona fide pre- 
scriptions. Such drugs are relieved from the requirement that the label bear the 
name and address of the manufacturer, the quantity of the contents, the common name 
of the drug, and the name of each of its active ingredients, and if the prescription 
is nonrefillable a warning against habit-formation. Such labeling is unnecessary for 
prescription drugs and, in certain cases, may have an adverse effect on the welfare 
of the patient. (Italics supplied.) ™ 





Wa See footnote 16. '* Contained in House Report on S. 5, 
17 ‘‘Brickbats and Bouquets for FDA Seventy-fifth Congress, Third Session, Re- 

Ruling on Rx Refills,’’ 119 American Drug- port No. 2139. 

gist (May 1949) 76. 
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It has been suggested that, by including the words “‘in case 
its refilling is prohibited by law” in Section 503 (b), Congress recog- 
nized that in commonly accepted prescription practice refills are permis- 
sible except when prohibited by statute, and that, by strict construction,’® 
the inclusion of the phrase and the absence of other specific references 
to refills indicate a legislative intent to add no further restrictions upon 
refilling practice than were already provided for in other statutes. 


In spite of considerable logic in the claim that prescription refilling 
has a recognized standing in the United States, one must face possible 
developments realistically. In the last 60 years legislative restrictions 
upon prescription practice have been accepted as inevitable, given a 
sufficient cause grounded in the public welfare. With regard to refills, 
the ultimate has already been reached in the 1949 New Jersey statute 
which prohibits the refilling of any prescription without the authoriza- 
tion of the prescriber: 


1. No person, who is not a registered pharmacist or an apprentice employed 
in a pharmacy or drug store under the immediate personal supervision of a registered 
pharmacist, or who is not a duly licensed physician, dentist, or veterinarian or other 
person licensed to prescribe drugs shall sell, dispense, or furnish any drug the label 
of which by law or regulations of the State Department of Health or Federal Food 
and Drug Administration is required to bear a statement that it is to be dispensed 
only by or on the prescription of a physician, dentist, veterinarian or other person 
licensed to prescribe drugs, or words of similar or like import; nor shall any regis- 
tered pharmacist, or any apprentice employed in a pharmacy or drug store under 
the immediate personal supervision of a registered pharmacist, sell, dispense, or furnish 
any such drug except upon the prescription of a duly licensed physician, dentist, 
veterinarian or other person licensed to prescribe such drug. Such prescription shall 
not be refilled except on the authorization of the prescribing physician, dentist, veteri- 
narian or other person licensed to write such prescription.” 

[The End] 








” “Statutes pertaining to the exercise of * Assembly, No. 358. Chapter 93, Public 
a trade or profession ... are statutes in Laws 1949. 
derogation of common right and subject to 
strict construction.’’—Crawford, Ear] T., 


“The Construction of Statutes’’ (1940) 482. 
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The Need of Legal Standards 
for Prescription-Counter Products 


STANDARDS FOR EXTEMPORANEOUSLY COMPOUNDED PHARMACEU- 
TICALS HAVE RECEIVED LITTLE OR NO CONSIDERATION AT THE 
FEDERAL LEVEL AND VERY FEW STATE LAWS GIVE SPECIFIC CON- 
SIDERATION TO THEIR COMPOUNDING PRECISION OR TOLERANCES 





of drug law interpretation. State and Federal laws and stand- 

ards pertaining to drugs and medicinal products have been 
enacted and developed primarily to protect the public from fraudulent 
and dangerous practices, and to protect legitimate manufacturers from 
unfair competition. These were and are the basic principles guiding 
the framers of early and modern drug laws. The modern trend in 
pharmaceutical legislation began about 1870. Since then, and espe- 
cially since the Committee on the Modernization of Pharmacy Laws 
recommended its Uniform State Pharmacy Act, these laws have sought 
to raise the quality of the work done in the pharmacies by establishing 
standards in pharmaceutical education, licensure, and store requirements. 


(9 ot drug tne PROTECTION motivates the modern philosophy 


Recognized Need for Drug Standards 


Pharmacists recognized the need for standardization of drugs long 
before effective legislation was enacted for this purpose. This was 
proved by the publication of the Wnited States Pharmacopoeia in 1820, 
and the National Formulary of Unofficial Preparations in 1888 by the 
American Pharmaceutical Association. Both of these compendia were 


The conclusions and recommendations Committee on Prescription Tolerances of 
in this article represent the personal opin- the American Pharmaceutical Association 
ions of the author who is a member of the 
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made the legal standards by the Food and Drugs Act of 1906. Never- 
theless, when these volumes of standards were established and during 
the ensuing periods of their development, the issue of setting up reason- 
able standards for extemporaneous pharmaceutical products was 
neglected. The sixth revision of the U. S. P. (1880) contained assays 


for only two drugs, cinchona bark and opium. When the seventh 
Revision Committee announced that more assays were to be included 
in the 1890 edition of the U. S. P., strong opinions were voiced edi- 
torially in the pharmaceutical journals at that time. The opinions 
favored these changes in principle, but claimed that the retail pharma- 
cists were not equipped and, in many cases, not qualified to meet the 
situation that would result from such innovations. They recommended 
retention of the status quo until the pharmacists could be properly pre- 
pared to comply with the new regulations. They pointed out that 
such standardization would take the manufacture of pharmaceuticals 
out of the hands of the retail pharmacists and centralize it under the 
control of drug manufacturers. Their position was untenable in those 
days, and such a position would be unthinkable in these days of greater 
consumer consciousness and enlightened ideas and ideals in the field 
of public health. If the public welfare could be served better by having 
more accurately made pharmaceuticals produced by drug manufacturers, 
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the separation of this phase of pharmacy from the drugstore was not 
to be halted by keeping up artificial barriers. It must be admitted that 
much good for pharmacy and the public has resulted from this separation. 
However, we must not overlook the fact that the separation occurred 
because the majority of retail pharmacists could not comply with the 
new U. S. P. standards. Removal of most of the large-scale manu- 
facturing from the pharmacy leaves to the retail pharmacist as his major 
professional function the compounding of prescribed and other extempo- 
raneous preparations. This function the pharmacist has continued to 
perform to the apparent satisfaction of the physician and the public. 


What degree of accuracy should be expected in extemporaneous 
pharmaceutical compounding? Certainly not such accuracy as is repre- 
sented by the present U. S. P. and N. F. standards. I believe no one 
will deny that the Contact Committees that have recommended the pres- 
ent official standards have based their decisions on produtts that should 
be produced under properly controlled conditions of drug manufacture, 
and not on the conditions existing at the prescription-counter. 


Legal Standards for Imported and Manufactured Products 


The first Federal law pertaining to drugs was enacted June 16, 
1848. It regulated drugs, medicines, and medicinal preparations, with 
respect to quality, purity, and fitness for medical purposes, being imported 
into the United States. On October 12, 1888, Congress passed an act 
to prevent the manufacture or sale of adulterated foods or drugs in 
the District of Columbia. Between January 20, 1879, and June 30, 
1906, 190 measures were introduced in Congress which were intended 
in some way to protect the consumer of food and drugs. On June 30, 
1906, the Food and Drugs Act was approved. It became effective 
January 1, 1907. When President Theodore Roosevelt in his annual 
message to the Congress on December 5, 1905, recommended the enact- 
ment of a law to regulate interstate commerce in misbranded and 
adulterated foods, drinks, and drugs, he stated that, “Such law would 
protect legitimate manufacture and commerce, and would tend to secure 
the health and welfare of the consuming public.” The congressional 
framers of the Act of 1906 recognized the desire and the ability of 
the pharmaceutical and medical professions to establish proper stand- 
ards for manufactured medicinals by placing in their hands this 
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responsibility. This was accompfished by designation of the LInited 
States Pharmacopoeia and the National Formulary as_ official 
standard compendia. 


In the 1917 Report of the Department of Agriculture, C. L. Alsberg 
stated that the Act of 1906 had stimulated the enactment of similar 
legislation in the states, and that it had vastly improved the manu- 
facture of pharmaceuticals and raised the quality of the supply of 
crude drugs. On June 25, 1938, the amended Food, Drug, and Cosmetic 
Act was passed. Among the new features relative to drugs are the 
following: (1) The Homeopathic Pharmacopoeia of the United States 
is made a legal standard. (2) Labels of official drugs are required to 
reveal any differences of strength, quality, or purity from the official 
standards (Section 501 (b)). (This is not always possible with 
extemporaneous preparations.) (3) Non-official drugs are declared 
illegal if the standard of strength thereof differs from the standard 
claimed (Section 502 (c)). (The old law prohibited only those drugs 
which fell below the strength claimed.) Paul B. Dunbar, Commis- 
sioner of Food and Drugs, in a statement on the “Pertinent Philosophy 
in Federal Drug Control’’ said: ‘No legal action is instituted and no 
opinion of a formal or informal character is announced under the 
Food, Drug, and Cosmetic Act until a conclusion is reached that it is 
in the interest of the consumer and, it follows, of the honest manufac- 
turer.’ ' It is evident that standards for extemporaneously compounded 
pharmaceuticals have received little or no consideration at the Federal 
level. This may be changed as a result of the Supreme Court decision 
in the Sullivan case [CCH Food Drug Cosmetic Law Reports © 7076}, 
and the enactment of the Miller amendment to Section 301 (k) of the 
Federal Food, Drug, and Cosmetic Act. 


Legal Standards for Prescription-Counter Products 


Very few state drug laws give specific consideration to extempora- 
neously compounded medicinals with respect to compounding precision 
or tolerances other than declaring that drugs used in preparing 
medicinals must meet official requirements. The New Jersey law 
grants authority to the Board of Pharmacy to establish reasonable 





11 Food Drug Cosmetic Law Quarterly 
(1946) 266. 
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tolerances for prescription ingredients. But, although the authority was 
granted, no legal basis for reasonable tolerances has been established. 
General silence on this point has led to the assumption that the official 
standards for U. S. P. and N. F. preparations are applicable whether 
the product has been manufactured or extemporaneously compounded. 
Most of the state drug law enforcement agencies have recognized 
the apparent unfairness of this assumption. Nevertheless, there are 
some individuals, most of them with no pharmaceutical experience, who 
believe that prescription-counter products should meet the U. S. P. 
and N. F. standards. In the case of unofficial preparations, these indi- 
viduals insist that a tolerance of +10 per cent is sufficiently liberal. 
These individuals should not be censured for basing their enforcement 
activities upon such unsubstantiated conclusions. The pharmaceutical 
organizations representing the compounding pharmacists should offer 
reasonable and equitable standards to guide all enforcement officials 
in their decisions. 


Reasonable and Equitable Standards 


The U. S. P. and N. F. already recognize that the same degree 
of precision demanded for the preparations in their monograph sec- 
tions is not feasible in prescription compounding. In the ‘General 
Notices Applying to the Standards” of the U. S. P. and N. F., a special 
definition of per cent is given which applies only to prescriptions. It is 
stated that a one per cent solution may be prepared by dissolving 
4.5 grains (N. F.—more accurately 4.5638 grains) of a solid in suf- 
ficient of the solvent to make one fluid ounce of the solution. An error 
of —1.4 per cent thus is introduced due to the recognition of the limi- 
tations of the precision obtainable at the prescription-counter. But no 
statement is made with respect to the total permissible error or stand- 
ards of tolerance in prescription compounding. However, a statement 
is made pertaining to the doses of official preparations. This informs 
us that the U. S. P. and N. F. average doses are not to be regarded 
as obligatory by the physician or as forbidding him to exceed those 
stated. That many of these doses are greatly exceeded in prescriptions 
is an indisputable fact. No limit is placed upon the physician, other 
than that imposed by his professional opinion, in designating doses 
of unofficial preparations. 
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From time to time, some state enforcement officials express their 
disapproval of the work done in pharmacies. It is unfortunate that 
the profession of pharmacy has not established reasonable and equitable 
standards for extemporaneously compounded pharmaceuticals which 
could be used for all officials as legal guides. Such reasonable and 
equitable standards should require a degree of precision that would 
safeguard the public health, but they should not be so stringent that 
the procedures necessary for compliance with them would increase the 
cost of medical care. The standards should be based upon the best 
work that reasonably can be expected under the conditions that should 
exist at the prescription counter; just as the present standards are based 
upon the best work that reasonably can be expected under properly 
controlled manufacturing conditions. 


Precision and Standards Studies 
Although such standards have not been established, pharmacists 
have wrestled with this problem. I am sure that even the severest 
critics of pharmaceutical accuracy will admit that comparatively few 
cases of compounding error are willfully perpetrated. Inasmuch as so 
many of these errors are unintentional, some proportion of them must 
be caused by factors beyond the control of the pharmacists. 


In 1932, the American Pharmaceutical Association appointed a 
Committee to study the problems in prescription compounding and to 
determine, if possible, the permissible limits of error in such work. 
This official action by the pharmaceutical group indicated that standards 
for extemporaneously compounded medicinals pose a special problem 
which is distinctly separate from the standard tolerances recognized 
in the U. S. P. and N. F. monographs, and that no proper basis had 
ever been established for setting up reasonable and equitable standards 
of precision for extemporaneous pharmaceutical compounding. In 1933, 
the New Jersey State Legislature gave legal recognition to this fact by 
granting the Board of Pharmacy authority to establish reasonable stand- 
ards for prescription ingredients. 


Logical Solution to Confused Condition 
The present situation with regard to the actual and desirable degree 
of precision in prescription-counter compounding is confused. The 
great majority of the pharmacists believe that their work is sufficiently 
accurate.. Some state pharmacy law enforcement officials claim that 
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at least half of the pharmacists do not meet established drug standards, 
while other state drug officials do not adhere strictly to these standards. 
The official compendia indicate that standards for prescription-counter 
products should be more lenient than the standards for manufactured 
products, but they do not set forth specific standards for the former. 
Until reasonable and equitable standards for prescription-counter prod- 
ucts are officially established, this state of confusion will continue. 


Reasonable and Equitable Standards 


The articles by S. W. Goldstein? represent an attempt to explain 
the absolute necessity for, and to present a valid basis for, the estab- 
lishment of reasonable and equitable standards of tolerance for pre- 
scription-counter products. The basic difference between this effort 
and preceding attempts to determine reasonable and equitable toler- 
ances lies in the statistical use of the products of many practicing phar- 
macists with different degrees of skill. The manner of collection of 
the utilized preparations allows the assumption that the compounders’ 
best efforts are represented. The tolerances determined on this basis 
indicate the extent of deviation within which most pharmacists can do 
their compounding. They do not necessarily represent the extent of 
deviation within which prescription-counter products are prepared by 
all pharmacists for the public. The difference between these extents 
of deviation would indicate the degree to which the over-all precision 
of prescription-counter compounding should be improved. It is 
believed that, although altered educational practices may cause some 
improvement, establishment of official standards for prescription- 
counter products would result in a further definite increase in 
compounding precision. The tentative standards for liquid prescrip- 
tion-counter products recommended by Goldstein* have been favor- 
ably received by a majority of educators, state drug law enforcement 
officials, and retail pharmacists. 
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The recommended tentative standards are reasonable because any 
qualified and conscientious pharmacist can comply with them by exer- 
cising reasonable care in the performance of his professional duties. 
They are equitable because the limits of allowable error are well within 
the range of therapeutic limitations. These standards are necessary for 
the public welfare because they will be constant reminders to com- 
pounders that careful work is expected of them. They are necessary 
as a proper basis for the uniform evaluation of compounded products 
by official drug authorities. Official recognition of reasonable and equi- 
table standards for prescription-counter products offer the most elo- 
quent promise for the protection of the public welfare and the 
elevation of pharmaceutical prestige. [The End] 


NOTICES OF JUDGMENT 


The Federal Security Agency has issued the 
following Notices of Judgment under the Fed- 
eral Food, Drug, and Cosmetic Act: Foods 
Nos. 13701-13900, issued September 1949, 
13901-14100, 14101-14300, and 14301-14500, 
issued October 1949, and 14501-14700, issued 
November 1949; Drugs and Devices Nos. 
2551-2600, issued September 1949. 
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Book Reviews 


Court Decisions and Administrative Interpretations 





Federal Food, Drug, and Cosmetic Act—Judicial and Administra- 
tive Record, 1938-1949, by Vincent A. Kleinfeld and Charles Wesley 
Dunn. Commerce Clearing House, Inc., Chicago, 1949. 921 pages. 
Price: $17.50. 

Reviewed by C. W. Crawford, Deputy Commissioner of Food 
and Drugs. 

Federal Food, Drug, and Cosmetic Act—Judicial and Administra- 
tive Record, 1938-1949, by Vincent A. Kleinfeld and Charles Wesley 
Dunn, is a significant contribution to students of this law, whether their 
interest be that of practicing lawyers, enforcement officials, trade execu- 
tives or others. 


The introduction to the book says it is neither a text nor a mere 


compilation. Yet it is both, and more. One can hardly conceive of a 
better text, particularly for advanced students, than the leading court 
decisions which have been supplemented by the authors’ complete and 
carefully prepared headnotes. And the book brings together for the first 
time all the court decisions and significant administrative interpretations, 
organized for fingertip availability. 


It is as a reference work that the book will find its greatest utility. 
Subsections of the Federal Food, Drug, and Cosmetic Act are listed 
and with each appear citations to applicable court decisions under both 
that Act and the Food and Drugs Act of 1906, to applicable administra- 
tive regulations, to pertinent opinions of the Attorney General of 
the United States, to relevant court decisions under the Federal Trade 
Commission Act, and to pronouncements by the Food and Drug Ad- 
ministration and the Federal Security Agency on the application of the 
statutory provision to specific situations. Of additional usefulness to 
practicing lawyers are suggested legal forms for filing in enforcement 
proceedings. 
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The broad scope of the information presented by the book in a 
form that promotes accessibility of that which is relevant to specific 
situations should contribute to a better understanding of the law and 
what it requires, should promote compliance, and should help to prevent 


needless litigation. 
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BY FRANKLIN M. DEPEW 
Of Counsel, Standard Brands Incorporated 


Urbeteit Case Affirmed on Motion . . . On August 2, 1949, 
the United States Court of Appeals for the Fifth Circuit affirmed the 
decree of condemnation against the 16 Sinuothermic devices by a per 
curiam opinion. This opinion was rendered on a motion, made by 
the government, to affirm the decree. The opinion indicated the motion 
was granted on the opinion of the United States Supreme Court of 


May 2, 1949, No. 640. 


In the Supreme Court decision of May 2, 1949, the Court of 
Appeals was instructed to consider whether the evidence in respect to 
the falsity of the diagnostic capabilities of the machines was adequate 
to sustain the condemnation even though error in exclusion of other 
evidence was conceded. In granting the motion to affirm, the Court 
of Appeals, by necessity, must have concluded that the statements with 
respect to the diagnostic capacities of the machines -were false, and that 
this evidence was sufficient to sustain a finding that all the machines 
should be condemned. With respect to the Master Type (diagnosing ) 
machines, Dr. Urbeteit had testified that they were an aid to him in 
making diagnoses. The government's witnesses, who were men of high 
standing in medicine and the electrical arts, had testified that the 
machines could not do what Dr. Urbeteit had claimed. The Court must 
also have concluded that the shipment of all the machines and of all 
the descriptive leaflets about the machines were a ‘“‘single interrelated 
activity’’ which justified a condemnation of all of the machines. The 
facts with respect to this aspect of the case are interesting. A total 
of 16 machines were seized in this proceeding. Of these machines, 
two were of the so-called Master Type, and the balance were of the so- 
called Treating Unit Type. The evidence made it clear that the Master 


Page 596 Food Drug Cosmetic Law Quarterly— December, 1949 





Type machines alone could be used by the practitioner in making a 
diagnosis. The Treating Type machines were for use by patients and 
had nothing to do with diagnosing. 


Dr. Kelsch filed a claim to the two Master Type machines and to 
four of the Treating Units. Dr. Fred Urbeteit claimed the remaining 
ten machines, which were all of the Treating Unit Type. Dr. Kelsch 
did not appeal from the decree of condemnation entered in the District 
Court. His six machines stood condemned, and the issues which were 
raised before the Court of Appeals and the Supreme Court all had to 
do with the ten Treating Type machines, which admittedly were not 
useful in diagnosing, and were not intended for use in diagnosing. 


In rendering this per curiam opinion on this basis, the Court of 
Appeals has left the law in a somewhat unsatisfactory state with respect 
to the evidence which should be accepted from lay witnesses as to the 
usefulness of articles of drugs or devices. It seems to be a logical 
conclusion from the language used in the several opinions rendered in 
the case that it is improper to exclude the testimony of patients as to 
the abatement of their external symptoms and the cessation of their 
pains resulting from the use of a drug or device. 


Judge Sibley dissented vigorously from the per curiam opinion in 
an opinion in which he pointed out that the United States Supreme Court 
had not directed the Court of Appeals to affirm, but had remanded the 
case to the Court of Appeals for further proceedings in conformity with 
the proceedings of the Supreme Court. This, in his opinion, required 
an exercise of a judicial and not a ministerial function. He further 
pointed out that, on the motion to affirm, it must be assumed that the 
ten Treating Unit Type machines were useful for treatment, the pur- 
pose for which they are intended. It, therefore, seemed foolish to him 
to say that, because Urbeteit sold two Master Type machines to Kelsch 
which were mislabeled as to diagnostic powers, he thereby forfeited 
ten machines of another kind which he later rented to Kelsch and 
shipped to him. Judge Sibley also objected at some length to stretching 
the definition of the word “accompanied” to cover this situation as 
being a single interrelated activity. He said: ‘I am not concerned so 
much about Dr. Urbeteit and his machines, which may be worthless 
or worse, but I am greatly concerned about unlawful perversion of 
the statutory law."’ The previous decisions in this case have been re- 
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viewed in 3 Food Drug Cosmetic Law Quarterly (1948) 114 et seq., 
4 Food Drug Cosmetic Law Quarterly (1949) 152 and 254. (Fred 
Urbeteit, Claimant of 16 Articles of Device, More or Less, Labeled 
“Sinuothermic,” etc. v. United States. United States Court of Appeals 
for the Fifth Circuit. No. 12033. August 2, 1949. [CCH Food Drug 
Cosmetic Law Reports § 7126.] ) 


Colusa Remedy Company Loses Two Cases on Appeal . . . In 
two decisions rendered 11 days apart, the United States Courts of 
Appeal for the Eighth and Ninth Circuits both found against the Colusa 
Remedy Company and in favor of the United States. Early in 1947, 
the District Court in California issued a preliminary injunction for- 
bidding the shipment into interstate commerce of Colusa Natural Oil 
on the grounds that its labeling was inadequate. Thereafter, a final 
injunction was entered restraining the Colusa Remedy Company from 
shipping the Colusa Natural Oil unless the label thereon contained 
adequate directions for use in the treatment of all conditions for which 
the product was prescribed, recommended, and suggested in their ad- 
vertising material. Shortly afterwards, the company was found to have 
violated the injunction and was held in contempt of court. In the 
meantime, multiple seizures were made of the product in other parts 
of the country. The label of the product had been changed since the 
issuance of the injunction to include directions with respect to some 
of the diseases for which it had been advertised. It was charged in the 
seizure proceeding that the product was misbranded in that the label 
represented that the Colusa Natural Oil was intended for the treatment 
of psoriasis, eczema, athlete's foot, and leg ulcers. The facts were set 
forth and the lower court decisions were reviewed in 2 Food Drug Cos- 
metic Law Quarterly (1947) 274-275 and 3 Food Drug Cosmetic Law 
Quarterly (1948) 121-123. 


The injunction appealed from had prohibited the Colusa Remedy 
Company from introducing Colusa Natural Oil into commerce without 
a label containing adequate directions for use in the treatment of all 
conditions for which the product was “‘prescribed, recommended, and 
suggested.” It was urged that, while the advertising matter related 
to diseases other than the four mentioned on the label, such language 
could be interpreted as recommending and suggesting the use of the oil, 
but not as prescribing its use, for these other diseases. It was argued 
that the oil was not prescribed, recommended, and suggested for these 
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diseases, and, hence, that the literal terms of the injunction were ob- 
served. The Court of Appeals for the Ninth Circuit refused to accept 
this interpretation of the language of the injunction and affirmed the 
judgment holding the Colusa Remedy Company in contempt. The 
Court, in affirming the finding of contempt for violating the injunction, 
held that the term “prescribed” should be given its ordinary dictionary 
meaning, which, of course, includes recommending and suggesting, and 
pointed out that neither logic nor fairness would require a narrow 
interpretation of the term when employed in flamboyant advertising 
such as that used by the Colusa Remedy Company. Chester Walker 
Colgrove, Trading and Doing Business Under the Firm Name of Colusa 
Remedy Company, and Colusa Remedy Company v. United States. 
United States Court of Appeals for the Ninth Circuit. No. 11,832. 
August 8, 1949. [CCH Food Drug Cosmetic Law Reports § 7127.) ) 

In the seizure case, argument was made that the Colusa Natural 
Oil could not be found ineffective in the treatment of the four diseases 
mentioned on the label because nothing more was involved than a mere 
difference of opinion between two schools of physicians. The Colusa 
Remedy Company introduced the personal testimony of 14 lay users, 
one medical doctor, and one chemist, and the depositions of 14 medical 
doctors. The lay witnesses testified that they had suffered from skin 
diseases (without naming them), described their symptoms, and the 
treatment given them by doctors, in most cases without practical results. 
They went on to describe the relief that they secured when using Colusa 
Natural Oil. In some cases, they believed their ailment was cured. The 
14 depositions were taken of general practitioners who treated skin 
diseases as well as ailments generally. Their testimony was that they 
found both Colusa Natural Oil and Colusa Natural Oil Capsules to 
be efficacious in the treatment of the four skin diseases named on the 
labels. They stated they had in many cases effected permanent cures 
and had secured great relief in all cases. The doctor who testified at 
the trial was 83 years old and has practiced medicine since 1889. He 
testified that he had used Colusa Natural Oil in his practice for eight 
years, that he had treated hundreds of cases of skin diseases, including 
psoriasis, with good results, and that he considered it an efficacious 
remedy but not a cure-all. The government introduced the testimony 
of ten competent witnesses. Six of these witnesses stated that the 
Colusa Natural Oil was neither an appropriate nor effective treatment 
for psoriasis, eczema, athlete's foot, or leg ulcers. 
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The Court of Appeals for the Eighth Circuit said that, in order to 
affirm the findings of the lower court, the proof must be sufficient to 
warrant findings by the lower court that (1) Colusa Natural Oil and 
Colusa Natural Oil Capsules are represented in the labeling to be 
effective or efficacious in treatment of the skin diseases named in the 
labels, and that (2) they are neither effective nor efficacious for the 
treatment of such diseases. The court went on to say that it was 
governed on appeal by Section 52(a) of the Rules of Civil Procedure 
which provides that findings of fact shall not be set aside unless clearly 
erroneous and due regard shall be given to the opportunity of the trial 
court to judge the credibility of the witnesses. It decided that the 
findings were not clearly erroneous, because it was not left with any 
conviction that a mistake had been committed. It also ruled that the 
question as to whether the labeling on a drug is false or misleading in 
any particular is a question of fact. The test to be applied is whether 
the drug is effective in curing or giving relief from the diseases for 
which it is recommended. Upon this question, the witnesses for the 
government made tests of the remedies, analyzed the product, and in 
some cases administered it to their patients. Their testimony was based 
upon such scientific knowledge so acquired. The question was there- 
fore one of fact for the trial court to decide in the first instance. (Colusa 


Remedy Company v. United States. United States Court of Appeals 
for the Eighth Circuit. No. 13,733. July 28, 1949. [CCH Food Drug 
Cosmetic Law Reports § 7+25.] ) 


Bread Standard Hearings Come to a Close . . . The bread 
standard hearings, which had created the impression that they might 
be going to run on forever, were finally concluded on September 20, 
1949. These hearings established a number of records in connection 
with standard hearings which are not likely to be broken. 


The hearings started on July 7, 1941, and consumed a total of 
116 working days, 33 days in 1941, 7 days in 1942, 12 days in 1948, 
and 64 days in 1949. The record totals approximately 17,000 pages 
of testimony, and a single copy at the cheapest rate (which varies with 
the speed of delivery) would cost well over $2500. 


A high light of the testimony was the introduction of an experiment 
which used atomic energy tracers for the purpose of tracing the fate 
of an ingredient in bread. This was the first time testimony had ever 
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been given at any hearing with respect to this beneficial way in which 
radioactive material could be used. 

The question which consumed the major portion of the time of 
the hearings was whether or not so-called “bread softeners’ made of 
polyoxyethylene monostearates and related substances were proper in- 
gredients of bread. Not only did this controversy receive quite a lot 
of publicity in the press, but it also aroused the interest of Congress in 
the question. 

Misbranding an Article While Held for Sale After Shipment in 
Interstate Commerce . . . The Court of Appeals for the Tenth Circuit 
has followed the Sullivan case in a recent decision involving a mis- 
branding of an article after it had been shipped in interstate commerce. 
The action was commenced by filing a libel seeking the seizure and 
condemnation of certain devices labeled in part “Color-Therm.” It 
was alleged that the articles were held for sale after shipment in 
interstate commerce and that they were misbranded by certain labeling 
claims. The alleged labeling claims were contained in certain instruc- 
tions which did not accompany the devices in interstate commerce. 
After the sale was made, the salesman would fold a copy of one of the 
instructions and place it under one of the tubes in the device before 
delivering it to the purchaser. The District Court held that, since the 
instructions did not move in interstate commerce, there was no false 
labeling within the meaning of the Act. The Court of Appeals reversed 
on the basis of the Sullivan case, and remanded the case for further 
proceeding in the District Court. (United States v. 4 Devices, Labeled in 
Part ““Color-Therm” etc., and Franklin D. Lee. United States Court 
of Appeals for the Tenth Circuit, No. 3899. May term, 1949. July 27, 
1949. [CCH Food Drug Cosmetic Law Reports © 7124.] ) 

The Court of Appeals in this case has again emphasized that the 
purpose of the Federal Food, Drug, and Cosmetic Act is to safeguard 
the consumer and that its requirements apply to articles of food, drug, 
device, and cosmetic from the moment of their introduction into inter- 
state commerce until the moment that they reach the ultimate consumer. 
While not necessary to the decision, in view of the fact that the in- 
structions and the device were delivered simultaneously, the Court 
indicated that, even if this had not been the case, they would have 
considered the instructions as labeling on the ground that the article 
and the instructions were textually related to each other. 
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The facts in this case are quite similar to the recent Tox Eliminator 
case decided in the District Court for the Eastern District of Oklahoma 
and reported in 4 Food Drug Cosmetic Law Quarterly (1949) 248 
et seq., except that in the Tox Eliminator case the article and the litera- 
ture were not physically attached one to the other. In the Tox Eliminator 
case the District Court held the literature accompanied the device within 
the meaning of the Federal Food, Drug, and Cosmetic Act. 


Center Cuts of Asparagus Receive a Clean Bill of Health 
Certain cans of center cuts of asparagus were seized on the ground that 
they contained inedible portions of the sprouts of asparagus plants. 
Three witnesses for the government testified that they had eaten or 
attempted to eat a can of the asparagus cuts. It was their opinion that 
25 per cent or more of the cuts were inedible, and for this reason the 
witnesses condemned them as a food product. The Director of one 
Mary Cullen's Cottage testified that she had found only five or six 
pieces out of a hundred that she had had to lay aside. 

Confronted with this conflict of testimony, the court obtained coun- 
sel’s consent to eat a can. The writer will not attempt to paraphrase the 
judge's language, but will let him speak for himself. He described 
his experience as follows: 


To eat a can of asparagus, hand-running, as the saying is, is quite a chore. 
I took three days to eat the can. That, I can now state, is as much as an old protein 
user should attempt on his first venture into herbalism. I suspect the Government 
witnesses tried to eat their cans all at one time, and that may explain the severity of 
their judgment about defendant's asparagus. I can see where after 50 or 60 cuts, eaten 
without spelling oneself, one might become very particular. 

My test more than confirmed Miss Laughton’s gocd opinion of the cuts. She 
found 5 or 6 per cent inedible, whereas I ate all of my can, and felt that I was helped 
by it. There was one runty, tough piece and two or three slivers, but I treated them 
as de minimis. 

I agree with the Director of Mary Cullen's Cottage that this is an excellent 
product, particularly considering its low price. Not everybody in this country can 
“keep up with the Joneses” and eat only asparaqus tips. Indeed it seems strange to me 
that the Government should be interested in keeping from the market a moderately 
priced, wholly nutritious food product. I should think in this period of declining income 
the Government's interest would be the other way. If Mr. Pendergast will prepare 
appropriate findings, I will give his client’s center cuts a clean bill of health. They 
deserve it. 


The seizure must have been predicated on the provision contained 
in the standard for canned asparagus. The table in Section 52.990(b) 
of the standard provides that the source of asparagus used in canned 
asparagus shall be the “edible portions of sprouts of the asparagus 
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plant.” The court said that the government contended that the center 
cuts of the asparagus seized were fibrous and woody beyond permissible 
limits set up by the Food and Drug Administration. The only limits 
established are those contained in the aforementioned standard, and they 
provide that the canned articles shall consist of edible portions of the 
asparagus plant. While the judge seemed to have some difficulties in 
eating the asparagus cuts, he still found that despite these difficulties 
they were edible and dismissed the libel. It is understood that shortly 
after this decision was rendered the Federal Security Administration 
suggested to the Food Standards Committee that consideration be given 
to establishing a standard of quality for asparagus. (United States v. 
298 Cases, More or Less, Each Containing 24 Cans Article Labeled 
in Part “Ski Slide Brand Center Cuts Tips Removed All Green Aspara- 
gus Contents 1 Lb. 3 Oz.” District Court of the United States for the 
District of Oregon. Civil No. 4265. Filed May 9, 1949. [CCH Food 
Drug Cosmetic Law Reports § 7131.] ) 
Popcorn Containing Plastic and Metal Toys Found Adulterated 
Certain cases of goods labeled in part “Cracker Jack Popcorn 
Confection, Toy or Novelty in each package” were seized on the ground 
that (1) the product contained metal and plastic toys, added deleterious 
substances, which may have rendered the product injurious to health, 
and (2) it was a confection and contained non-nutritive articles, plastic 
and metal toys. The shipper and consignee consented to the entry of 
a decree, and a judgment of condemnation was entered. The product 
was ordered delivered to charitable institutions on the condition that 
the unwrapped plastic and metal toys be removed from the packages 
before distribution to the inmates. (United States v. 226 Cases, etc., of 
Cracker Jack. United States District Court for the Eastern District 
of Wisconsin. August 31, 1948. Federal Security Agency Notices of 
Judgment, Foods No. 13575.) The case is of interest in that one of 
the charges of adulteration of the popcorn was that the package contained 
non-nutritive articles, plastic and metal toys. In view of the nature 
of the disposition of the case it is impossible to determine whether the 
decree was entered for this reason or merely because the presence of the 
unwrapped metal and plastic toys may have rendered the popcorn 
injurious to health. 
Supreme Court Proceedings of Interest . . . The United States 
Supreme Court has denied certiorari in the case of Willapoint Oysters, 
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Inc. v. Ewing. The decision of the Court of Appeals for the Ninth 
Circuit was reviewed in 4 Food Drug Cosmetic Law Quarterly (1949) 
443. The Court of Appeals had upheld that part of the order prescribing 
and establishing a standard of fill of container for canned oysters, but 
had set aside that part of the order requiring that the Western oysters 
be labeled as ‘Pacific oysters.” 

The United States Supreme Court has also denied certiorari in 
the case of Gray v. Linited States. In this case the Court of Appeals 
for the Eighth Circuit had reversed the judgment of conviction and 
remanded the case to the District Court for a new trial. The District 
Court had found that a violation of the Federal Food, Drug, and Cos- 
metic Act had occurred by reason of the shipment of misbranded drugs 
in interstate commerce. The Court of Appeals found error had been 
committed by reason of the submission of special verdict forms to the 
jury with the result that the jury’s verdict varied from the issues and 
was bad. 

Permission May Be Granted to Ship Foods That Do Not Comply 
with Standards . . . The Federal Security Agency issued a Statement 
of General Policy or Interpretation on October 5, 1949, with respect 
to the issuance of temporary permits allowing the use of new ingredients 
in the interstate shipment of standardized foods. This policy statement 
is of immense importance to food manufacturers who, up to now, have 
been limited in the composition of all standardized foods, moving in 
interstate commerce, to the ingredients permitted in the standard. This 
limitation has considerably hindered advances in food technology, as 
frequently the proper use of new ingredients needs to be investigated in 
interstate markets in order to determine their usefulness and consumer 
acceptance. The policy statement provides for the granting of a permit 
to include such new ingredients in a standardized food on appropriate 
showing. Sixteen specific items of information must be furnished in the 
application for this permit. The statement provides that the Admin- 
istrator may require the applicant to furnish such additional information 
as he deems necessary for his action on the application. [CCH Food 
Drug Cosmetic Law Reports € 7132.] 

Content of Alpha-Estradiol May Be Declared by Weight 
The Federal Security Agency issued a Statement of General Policy or 
Interpretation on August 18, 1949, with respect to declaring the content 
of alpha-estradiol. The statement sets forth that the declaration of 
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potency of alpha-estradiol in terms of international units or in terms 
of international units of estrone activity is considered misleading. The 
statement concluded with the announcement that the showing of alpha- 
estradiol content of an estrogenic hormone preparation in terms of weight 
was considered appropriate by the Food and Drug Administration. 
[CCH Food Drug Cosmetic Law Reports € 7128.] 


A Further Report on State Food Standards . . . I have received 
a letter commenting on my article on “State Food Standards,’ 4 Food 
Drug Cosmetic Law Quarterly 375, in which it was pointed out that 
Section 214-c of the Agriculture and Markets Law of the State of 
New York provides that Section 214-b (from which the Commissioner 
derives his right to promulgate regulations establishing standards) shall 
not be construed to alter, supersede, or repeal the provisions of several 
other sections of the Agriculture and Markets Law. Query was made 
as to whether or not I thought that Federal standards which might later 
be adopted for foods covered by the excepted sections of the New York 
State law would, regardless of the exception, be considered as adopted 
by New York State, and, if so, the basis for my opinion. 


This inquiry made me realize that for the purpose of clarity it 
was advisable to supplement the article by pointing out that it was 
only intended to review the situation as it exists today, not only in New 


York State but in other states. The status with respect to a state's 
adoption of Federal standards may change from time to time, not only 
because of provisions like those in the New York statute, but also because 
the state officials may, in the exercise of their discretion, determine it is 
no longer practicable to conform to the Federal standards. Such dis- 
cretion is given in the statutes of many of the states. 


If Federal standards should be adopted for foods covered by the 
excepted sections of the New York State law and these standards should 
differ from the New York State standards specified in the law, the 
statutory state standards would control for these items in the absence 
of legislative action. The excepted sections of the law, among other 
things, establish certain standard requirements for vinegars, canned 
foods, oysters, evaporated and condensed milks, Cheddar cheese, and 
frozen desserts. So far as canned foods are concerned, the law contains 
a statement to the effect that its requirements shall not apply to hermeti- 
cally sealed or canned or preserved foods in containers which are labeled 
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in accordance with the provisions of the Federal Act of June 25, 1938, 
and all acts amendatory thereof and supplemental thereto relating to 
misbranded and adulterated foods. As to the balance of the foods for 
which standards are established by the New York State law and for 
which there are Federal standards, it is my opinion there is no conflict 
between the requirements of the state statute and the Federal standards. 
Thus, it is safe to say that the Federal standards adopted to date are 
not in conflict with the law of the State of New York. It might be 
pointed out, however, that these excepted sections of the New York 
State law prohibit the sale of colored margarine in New York State. 
This might be interpreted as an exception to the adoption of Federal 
standards in New York. The sale of yellow margarine is also prohibited 
in quite a number of other states. It also might be pointed out that the 
New York Public Health Council has adopted certain regulations pur- 
suant to the Public Health Law which have amended the State Sanitary 
Code to require that cheese be pasteurized or aged at least 60 days 
and that the labeling state that the cheese has been pasteurized or aged 
for 60 days or more. This age statement is not required by the Federal 
standards for cheeses which have been issued to date. This requirement 
of special cheese labeling, in addition to that required by the Federal 
standard, is in the nature of a supplement to the Federal standards. 
It does not conflict with the official adoption of Federal standards by 
the New York Commissioner of Agriculture and Markets. There are 
similar requirements with respect to the labeling of cheese in the states 
of California, Illinois, Michigan, Minnesota, and Missouri. In the state 
of Indiana, such special labeling is required on raw milk cheese, except 
in the case of Cheddar cheese, Colby cheese, or Washed Curd cheese 
which has been ripened for 60 days. In Alabama, all cheese must be 
made with pasteurized milk or cream, and, in Colorado, all cheese must 
be made with pasteurized milk or cream, except cheese which has been 
allowed to ripen or cure for a minimum period of 120 days. There 
are certain other special labeling requirements with respect to butter, 
cheese, and oleomargarine which were not mentioned in the review of 
state standards. These requirements seem to merit a brief comment. 
California and Vermont require the showing of all ingredients of oleo- 
margarine. Connecticut, Florida, Louisiana, and North Carolina require 
that the statement “‘added color” appear on all labels of butter and 


cheese to which color has been added. [The End] 
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OF THE FIRST ANNUAL MEETING OF THE DI- 
VISION ON FOOD, DRUG AND COSMETIC LAW, 
SECTION OF CORPORATION, BANKING AND 
BUSINESS LAW, AMERICAN BAR ASSOCIATION 


HIS DIVISION succeeds the Committee on Food, Drug and 
Cosmetic Law in the Section of Administrative Law of the 
American Bar Association; and in practical effect it continues 
that Committee, under a different name and setting. The Chairman 
and Secretary of that Committee were appointed as the current officers 
of the Division; the subcommittees of that Committee were made com- 


mittees of the Division, with the same chairmen authorized to appoint 


the remaining members in each instance; and, on suggestion by it, the 


. 


committee on medicinal and economic chemicals was renamed the Com- 
mittee on Chemicals. When the Division was established, it was 
authorized to elect its own officers and to conduct its own affairs sub- 
ject to approval by the Council of the Section of Corporation, Banking 
and Business Law and to the requirements of the American Bar 
Association. 

Hence the committees and chairmen of the Division are: Com- 
mittee on Food Law, Samuel! A. McCain of New York City, Chairman; 
Committee on Drug Law, James F. Hoge of New York City, Chair- 
man; Committee on Cosmetic Law, Hugo Mock of New York City, 
Chairman; Committee on Beverage Law, William J. Williams of New 
York City, Chairman; Committee on Food Standards, H. Thomas 
Austern of Washington (D. C.), Chairman; Committee on Chemicals, 
Carl M. Anderson of New York City, Chairman; Committee on Uniform 
State Food, Drug and Cosmetic Laws, Michael F. Markel of Wash- 
ington (D. C.), Chairman; Committee on Products Liability Law, 
Bradshaw Mintener of Minneapolis (Minnesota), Chairman. 
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The Executive Committee of the Division includes: the chairman 
and secretary of the Division; the chairmen of the standing committees; 
and the following additional members at large: George Faunce, Jr., 
New York City; Walton M. Wheeler, Jr., Indianapolis (Indiana); 
Leslie D. Harrop, Kalamazoo ( Michigan ); J]. W. Holloway, Jr., Chicago; 
and E. B. Kixmiller, Chicago. 

The report of the Seattle meeting of the original Committee on 
Food, Drug and Cosmetic Law, in the Section of Administrative Law, 
recites matters referred to the standing committees; and it is important 
that they be active, from an organizational standpoint. 


It should be added here that the Division will hold its second annual 
meeting when the American Bar Association next convenes in Wash- 
ington (D. C.), on September 18-22, 1950. We should have a maxi- 
mum attendance at this meeting; and a significant program will be 
developed for it. 


The first annual meeting of this Division was attended by over 
sixty members and guests; and it was divided into three parts. The 
first part was a breakfast session of the Executive Committee, which 
was attended by the chairman and secretary of the Division and Messrs. 
Anderson, Austern, Markel, Mintener and Wheeler. This Committee 
recorded the untimely death of John S. Prescott, a charter member, 
with deep sorrow; it discussed the affairs of the Division; and it approved 
resolutions by the Division, recommended by the Chairman and later 
stated. The second part was a morning session of the Division, when 
it heard reports by its officers and chairmen, adopted such resolutions 
and received important papers on the food, drug and cosmetic law. 
The proceedings of this session are recorded in the September and 
December 1949 issues of the Food Drug Cosmetic Law Quarterly; 
and in the November 1949 issue of The Business Lawyer, published 
by the Section of Corporation, Banking and Business Law. The third 
part was a luncheon session of the Division, when the foregoing papers 
were discussed, the Chairman and Secretary of the Division were 
re-elected and R. E. Curran, Legal Adviser to the Canadian Department 
of National Health and Welfare, explained the revised Canadian food, 
drug and cosmetic law. Dr. Paul B. Dunbar and Mr. Curran were 
honored guests at this session. 
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The subjects and authors of the papers at the morning session 
were: ‘Recommendations by the Hoover Commission on the Federal 
Food, Drug and Cosmetic Law’, by Charles Wesley Dunn, Attorney 
in New York City; “Chemicals Used in Manufactured Foods or as 
Pesticides on Growing Foods’, by Dr. Paul B. Dunbar, Commissioner 
of Food and Drugs, Federal Security Agency; “Amendment of the 
Federal Food, Drug, and Cosmetic Act to Provide Administrative Sub- 
poena Power”, by William W. Goodrich, Principal Attorney of Food 
and Drug Division in Federal Security Agency; “Current Developments 
in Food Standard Proceedings”, by H. Thomas Austern, Attorney in 
Washington (D. C.); “Some Aspects of Certification of Antibiotics 
under the Federal Food, Drug, and Cosmetic Act’’, by John J. Powers, 
Jr., Attorney in New York City; and “Progress of Federal Law against 
False Advertisement of Food, Drugs and Cosmetics”, by James W. 
Cassedy, Associate General Counsel of Federal Trade Commission. 


At this session the following resolutions were unanimously adopted 
by the Division, subject to approval by the Council of the Section on 
Corporation, Banking and Business Law and by the House of Delegates 
of the American Bar Association: 


1. Resolved that the American Bar Association opposes the recommendation 
by the Hoover Commission that (a) the administration of the Federal Food, Drug, 
and Cosmetic Act be split up and divided between the Department of Agriculture 
(as to food) and a new United Medical Administration (as to drugs and cosmetics) ; 
and (b) the Food and Drug Administration of the Federal Security Agency be 
dismembered accordingly. 


Further Resolved that the American Bar Association authorizes the Division 
of Food, Drug and Cosmetic Law of the Section of Corporation, Banking and 
Business Law to oppose this recommendation, before Congress. 


Explanatory Comment: This recommendation is opposed for two 
reasons. The first reason is that it is not authorized by the act creating 
the Hoover Commission and defining its authority. That act directs 
the Commission to recomend changes in the organization and operation 
of the executive branch of our national government to promote economy, 
efficiency and improved service, by limiting expenditures to the lowest 
consistent amount, eliminating duplication and overlapping of similar 
functions, and consolidating such functions (etc.). Whereas this recom- 
mendation would be effective instead to divide similar executive func- 


Minutes First Annual Meeting Page 609 





tions, to create a duplication of them, to increase the cost of their 
operation, and to weaken the efficiency of their performance. Further- 
more it violates the Commission's guiding reorganization principle that 
executive functions should be grouped according to their major pur- 
poses; and it ignores the fact that President Franklin D. Roosevelt 
transferred the administration of the Federal Food, Drug, and Cosmetic 
Act from the Department of Agriculture because it does not belong there, 
under the Reorganization Act of 1939. The second reason is that this 
recommendation is fundamentally unsound, because it provides for a new 
and divided administration of the Federal Food, Drug, and Cosmetic Act 
that is detrimental to the welfare of both the consuming public and the 
regulated industries. The Food and Drug Administration is an expert 
professional organization, which was specially created to provide an inte- 
grated and due administration of the law enacted by this Act; and 
which has efficiently and effectively administered this law, from 


its inception. 


2. Resolved that the American Bar Association opposes the Congressional enact- 
ment of any bill to establish a food standard under the Federal Food, Drug, and 
Cosmetic Act, by an amendment of this Act rather than through the regular pro- 
cedure defined by it in Section 401. 

Further Resolved that the American Bar Association authorizes the Division 
of Food, Drug and Cosmetic Law of the Section of Corporation, Banking and Busi- 
ness Law to oppose such an amendment, at Congressional hearings on it. 


Explanatory Comment: This resolution is caused by S. 2432, now 
before Congress, which amends the Federal Food, Drug, and Cosmetic 
Act to establish a standard of identity for bread and pastry made in 
whole or part from wheat. It is justified by the fact that Section 401 
of this Act expressly and carefully defines the procedure for establishing 
food standards thereunder, as a matter of public policy and due process. 
It is against the interest of both the consuming public and the food 
industry, to deviate from that procedure; and the substitute establish- 
ment of food standards by an amendment of this Act invites its 
political misuse. 

3. Resolved that the American Bar Association authorizes the Division of Food, 


Drug and Cosmetic Law of the Section of Corporation, Banking and Business Law 
to appoint a special committee to submit a report to the Senate Committee on Inter- 
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state and Foreign Commerce on the export amendment of the Federal Food, Drug, 
and Cosmetic Act which is proposed by H. R. 562 now before Congress, for its 
due revision. 


Explanatory Comment: The export law of the Federal Food, 
Drug, and Cosmetic Act, contained in Section 801 (d), now exempts 
an exported article if it does not conflict with the laws of the foreign 
country to which it is shipped (etc.). Consequently that law may 
sanction the export of articles which are unfit for consumption or mis- 
represented; and H. R. 562 is designed to correct this defect. The bill 
does so by making exported articles subject to the requirements of 
this Act, except where a foreign country has a different legal require- 
ment. Thus it goes far beyond preventing the export of unfit or mis- 
represented articles; and it also makes exported articles subject to all 
the affirmative composition and labeling requirements of this Act, except 
as provided. In doing so, H. R. 562 is basically unsound, because (1 ) 
such affirmative requirements were enacted for domestic commerce and 
not for export trade; (2) they should not be imposed on export trade, to 
the extent they are undesired or contraindicated by local custom and 
usage in a foreign country; (3) by imposing these requirements on 
export trade our national government is in effect writing the domestic 
laws of foreign countries; and (4) by doing so it is placing our ex- 
porters under requirements from which their foreign competitors are 
exempt. Hence the above report will recommend that H. R. 562 be 
revised, whereby it amends this Act in substance to prevent the export 
of articles unfit (including unsafe) for consumption or misrepresented. 
That is the indicated amendment, in the circumstances; and it is one 
which effectuates the purposes of this Act to protect health and prevent 
fraud, as to exports. 


4. Resolved that the American Bar Association authorizes the Division of Food, 
Drug and Cosmetic Law of the Section of Corporation, Banking and Business Law 
to appoint a special committee to submit a report to the House Committee on Inter- 
state and Foreign Commerce on the subpena amendment of the Federal Food, Drug, 
and Cosmetic Act which is proposed by H. R. 4572 now before Congress, for 
its due revision. 


Explanatory Comment: H. R. 4572 amends the Federal Food, 
Drug, and Cosmetic Act to empower the administrative issuance of 
subpenas, which compel the attendance of witnesses and the production 
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of documents at administrative hearings thereunder. It presents numer- 
ous questions of policy and form; and the above report is designed to 
provide a constructive discussion of them, for appropriate action 
on this bill. 


5. Resolved that the American Bar Association recommends that the ques- 
tion whether the Federal Food, Drug, and Cosmetic Act should be amended for 
an advance safety control of chemicals added to food, analogous to the control of 
new drugs provided by Section 505, is better determined by the normal procedure 
of a bill for such an amendment rather than through a special Congressional investi- 
gation of its subject. 


Explanatory Comment: The American Public Health Association 
has recommended such an amendment of the Federal Food, Drug, and 
Cosmetic Act, and the Food and Drug Administration supports it. 
Hence its question will doubtless be considered by Congress. This 
resolution simply deals with the procedure for determining that question; 
and it does not indicate what this determination should be. It is caused 
by the fact that two resolutions are now before the House of Repre- 
sentatives, each of which directs a special Congressional investigation 
of the subject. 

CHARLES WESLEY Dunn, Chairman 
James M. Best, Secretary 


December 1, 1949 [The End] 
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Reports 


OF THE DIVISION ON FOOD, DRUG AND COSMETIC 
LAW, SECTION OF CORPORATION, BANKING AND 
BUSINESS LAW, AMERICAN BAR ASSOCIATION 





By the Chairman: 


This is the first meeting of the Division. It succeeds the Com- 
mittee on Food, Drug and Cosmetic Law in the Section of Adminis- 
trative Law. That Committee was converted into this Division last 
May, because it also and largely dealt with the substantive law. It had 
approximately 125 members, who now become members of this Divi- 
sion; and its subcommittees have been made committees thereof. The 
committee on medicinal and economic chemicals has been renamed the 
committee on chemicals. The chairman of the Division annually 
appoints the chairman of each committee, and the latter appoints the 
remaining members of his committee. Each committee has an oppor- 
tunity to render an important service, and, therefore, it should be an 
active one. I pause here to record the sad death of Mr. John S. 
Prescott during the past year. Mr. Prescott was the distinguished gen- 
eral counsel of the General Foods Corporation and a charter member 
of this Division. We shall greatly miss his constructive leadership, wise 
counsel, and friendly association. 


There have been two significant developments in the field of the 
food, drug, and cosmetic law since January 1, and they each relate to 
the major Federal Food, Drug, and Cosmetic Act. The first develop- 
ment was another attempt to add the emasculating “Moore Amendment,” 
which was defeated. That amendment is an emasculating one because 
it provides that this Act may not be criminally enforced against its 
violation, even if there is a fatal consequence, unless the government 
adduces proof beyond a reasonable doubt that such violation was willful 
(i. e., intentional) or resulted from gross (i. e., intentional or reckless ) 
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negligence. Our predecessor committee condemned that amendment at 
its Seattle meeting in 1948. Hence, when it was proposed to the House 
Commerce Committee at the hearing on a bill (H. R. 160) to amend 
this Act, I strongly opposed it; and the Committee decided to take 
no action on it. 


The second development was the introduction of numerous impor- 
tant bills in the Eighty-first Congress to amend this Act; which forecast 
basic progress in its law. They are: H. R. 160 (see also S. 1428), 
amending the import law of Section 801 (a)-(c) in certain details regard- 
ing the bringing of imported articles which do not comply with the 
Act into compliance. H.R. 562 (see also S. 530), amending the export 
law of Section 801(d) to place exported articles under all the composi- 
tion and labeling requirements of this Act, except where there is a 
different legal requirement in the foreign country. It has passed the 
House and is now before the Senate Commerce Committee. H.R. 3151 
(see also S. 1867), amending Sections 502(1) and 507 to provide for 
the additional certification of three new antibiotics (aureomycin, chlor- 
amphenicol, and bacitracin). It has become alaw. H.R. 4203, amend- 
ing Section 503(b) to exempt prescription drugs from the requirements 
of Section 502. It is before the House Commerce Committee. 
H. R. 4572, amending Sections 301, 302, and 701 to grant a broad sub- 
poena authority in administrative hearings. It is before the same 
Committee. S. 2193, amending Section 502 to require the distinctive 
packaging of poisonous drugs. It is before the Senate Committee on 
Labor and Public Welfare. The acting Federal Security Administrator 
has recommended to this Committee that the Federal Caustic Poison 
Act be amended instead to cover other poisonous substances, including 
drugs, and to require distinctive safety containers and distinctive product 
coloring where indicated. He also recommended an investigation of 
the question whether the Federal Insecticide, Fungicide, and Rodenticide 
Act should be amended to add a distinctive packaging requirement. 
S. 2392, amending the cosmetic definition in Section 201(i) to strike 
out the soap exemption. It is before the same Committee. S. 2432, 
amending Section 402 to establish a standard for wheat bread or pastry 
whereby it must contain not less than four per cent of natural fat. 
S. 2531, amending Section 602 to provide that soap shall be labeled with 
a percentage ingredient statement. We also note House Resolutions 207 
and 323, respectively, creating a special House Committee to investi- 
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gate the use of chemicals in processed foods and of pesticides on grow- 
ing foods. We further note H. R. 5187, to prevent the misbranding 
and false advertising of furs, which has passed the House; and H. R. 855 
to regulate fertilizers, which is before the House Agriculture Committee. 
For they are each inspired by the Federal Food, Drug, and Cosmetic Act. 


I recommend: 


(1) A resolution opposing the recommendation by the Hoover 
Commission on the administration of the Federal Food, Drug, and 
Cosmetic Act, whereby it is split up and divided between the Department 
of Agriculture (as to foods) and a new United Medical Administration 
(as to drugs and cosmetics); and whereby the Food and Drug Admin- 
istration of the Federal Security Agency is thus dismembered and 
wiped out. 


(2) A resolution opposing any amendment of the Federal Food, 
Drug, and Cosmetic Act to establish a food standard, such as that pro- 
posed by S. 2432 with respect to wheat bread and pastry. For this Act 
intends that all food standards thereunder shall be administratively 
established pursuant to Section 401 thereof; and that is the orderly 
and sound procedure, in the circumstances. 


(3) A resolution authorizing the chairman of the Division to 
appoint a special committee to study and report on the important sub- 
poena amendment of the Federal Food, Drug, and Cosmetic Act pro- 
posed by H. R. 4572. This bill is now before the House Commerce 
Committee. I have requested it to postpone action thereon until the 
next session of Congress, in order to consider such a report, and it 
has done so. 


(4) A resolution authorizing the chairman of the Division to 
appoint a special committee to study and report on the important export 
amendment of the Federal Food, Drug, and Cosmetic Act proposed by 
H. R. 562. This bill is now before the Senate Commerce Committee. 
I have requested it to postpone action thereon until the next session of 
Congress, in order to consider such a report, and it has done so. 


(5) A resolution that the important question whether the Federal 
Food, Drug, and Cosmetic Act should be amended to provide an advance 
safety control of chemicals added to foods or used as pesticides on 
growing foods is better reviewed by Congress through the normal 
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procedure of a bill for such an amendment, rather than on the basis 
of an investigation by a special committee, as now proposed. This 
resolution is only designed to suggest the appropriate procedure for 
a due settlement of that question, and it does not indicate how that ques- 


tion ought to be settled.” 


St. Louis, Missouri 
September 7, 1949 


CHARLES WESLEY DuNN 





* Addendum: The foregoing resolutions 
were unanimously approved by the Divi- 
sion, on recommendation by its executive 
committee. 

On September 9, Senators Young and 
Gillette introduced S. 2540, which would 
amend Section 403 of the Federal Food, 
Drug, and Cosmetic Act to provide that 


of bread or rolls, unless it bears label- 
ing stating the percentage therein of any 
shortening, solids of milk or milk products, 
and solids of egg or egg products.’’ This 
bill supplements S. 2432 by Senators Young 
and Gillette, described in the foregoing 
report. See also S. 2656, to regulate house- 
hold cleansers. 


a food is misbranded ‘“‘if it is any kind 





By the Secretary: 
N THE YEAR that has elapsed since the first meeting of the Com- 


mittee on Food, Drug and Cosmetic Law, then a part of the Section 

of Administrative Law of the American Bar Association, a number 
of important events have occurred, and matters of importance have 
received attention, several of which will be discussed by others. This 
report will encroach as little as possible upon their subjects. 


Transfer to Section of Corporation, Banking and 
Mercantile Law 


As you know, we are now the Division on Food, Drug and Cos- 
metic Law of the Section of Corporation, Banking and Mercantile Law. 
The Section of Administrative Law is concerned primarily with pro- 
cedural matters, while we are concerned mostly with substantive law, 


as is the Section of Corporation, Banking and Mercantile Law. Until 
such time as we may achieve independent status as a separate committee 
of the Association, our present location should prove satisfactory. 
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The Van Zandt Bill to Amend the Export 
Provisions of the Act 


In a recent letter to Senator Edwin C. Johnson of Colorado, Chair- 
man of the Committee on Interstate and Foreign Commerce, | said that 
I would bring the Van Zandt Bill (H. R. 562) to your attention. As 
you know, the Van Zandt Bill has already passed the House of Repre- 
sentatives. Hearings have been held by the Senate Committee on Inter- 
state and Foreign Commerce, but I am informed that further hearings 
will be scheduled. I hope that a committee of the Division on Food, 
Drug and Cosmetic Law will be appointed to give this legislation immedi- 
ate attention, and secure whatever approvals are necessary from the 
Section and from the Association in order to enable that committee to 
present its report to the Senate Committee. 


The issues created by this bill are simple. The Van Zandt Bill 
would require compliance in foreign trade with the technical require- 
ments of product composition, fill and shape of container, and labeling 
now applicable only to domestic commerce. 


Advocates of the bill believe that foreign consumers should have 
the same protection as domestic consumers. They also believe that 
in course of time our export trade may be bettered, or at least not 
harmed, and that our international relationships will be improved if 
we remove the basis of charges that we export adulterated and mis- 
branded articles which we prohibit in domestic commerce. It is asserted 
that this cannot be done short of the Van Zandt Bill or its equivalent. 
On the other hand, those who oppose the Van Zandt Bill say that 
they are willing to have the Act amended to prohibit export of foods, 
drugs, devices, and cosmetics which are unfit or unsafe for the use 
intended and which are not honestly labeled. They contend that impos- 
ing compliance with food standards, dietary use regulations, and other 
aspects of product composition, fill and shape of container, and labeling 
which are unknown in foreign countries and not applicable to foreign 
competitors would impair seriously our world trade. 


These differing views and the facts must receive immediate and 
thorough consideration for this is the most far-reaching food, drug, 
and cosmetic legislation proposed since the basic Act of 1938 itself. 
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Renewed Attempt to Amend Criminal Provisions of the Act 


Because of its bearing upon matters later mentioned in this report, 
I shall digress for just a moment and mention a personal activity. In 
the wheat and corn milling industries, particularly, and, to some extent, 
in the drug industry, renewed agitation developed during the past year 
for amendment of the Act to require proof of willful intent or gross 
negligence to sustain a criminal conviction. As expressing the views 
of The Quaker Oats Company and my personal views, I gave a paper 
on this subject at the Annual Meeting of the Section on Food, Drug and 
Cosmetic Law of the New York State Bar Association held in New York 
City on January 27, 1949, entitled ‘““The Significance of the Proposed 
‘Moore’ Amendment.” ? 


On May 2, 1949, an attempt was made before a Subcommittee of 
the House Committee on Interstate and Foreign Commerce in Hearings 
on H. R. 160,? to inject an amendment requiring proof of “culpability” 
to convict. This effort was defeated largely through the efforts of 
Mr. Charles Wesley Dunn, who appeared as General Counsel for the 
Grocery Manufacturers’ Association and ably answered the arguments 
of the proponent. My paper was also made a part of the record. 


Grain Grade Standards 


An outgrowth of the paper on the “Moore Amendment” was the 
germination of a seed planted in discussion of the raw material problem 
in the milling industry. It is undeniable that present Federal grain 
standards permit, without loss of grade, large amounts of filth in the 
miller’s raw material. The source of this contamination is largely at 
the farms. Some mills have been producing products with a high frag- 
ment count even though buying Number 1 or Number 2 U. S. grade 
grain, and those who have not been prosecuted realize that they may be. 
The mills assert that only through down-grading for contamination, 
with resultant lower price, can farmers and elevator men be brought to 
take the steps necessary to eliminate filth in grain. Farmers and elevator 
groups may be expected to want the mills to continue to bear the burden 
of infested grain trouble and expense. I recommend the appointment 





14 Food Drug Cosmetic Law Quarterly 2 A Bill to amend Section 801 of the Act 
(1949) 68. with respect to bringing imported products 
into compliance and payment of costs. 
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of a committee of this Division to cooperate in the study of this very 
important problem. If such a committee is appointed, it should have 
representatives of farm and elevator groups as well as representa- 
tives of mills. 


Ground Rules of Sanitation 


Having, in the ‘Moore Amendment” paper, also urged the adoption 
of ground rules for guidance in sanitation, I was appointed a member 
of a committee of the Millers’ National Federation to consult with repre- 
sentatives of the Food and Drug Administration on the possibility of 
establishing ground rules of sanitation. Wéith the assistance of the 
Administration, a pamphlet was published containing such ground rules. 
They were based upon an address by George P. Larrick,’ Associate 
Commissioner of Food and Drugs, delivered before a technical group 
meeting of the Millers’ National Federation. In addition to a statement 
of ground rules of sanitation, this pamphlet contained the following 
interesting subdivisions: 


Attitude of Administrative Officials” 
“What the Miller Can and Should Do” 
“Mill Sanitation Standards” 


“Understanding of Food and Drug Enforcement 
Procedure” 


“Borderline Cases,” and 
‘Preparation of Defense.”’ 


Real, practical good is believed by Federation officials to have resulted 
from this action. It is suggested that similar action in other of the 
regulated industries in cooperation with the Administration might well 
clear up a great deal of misunderstanding. In the future, any action 
which may have a broad general effect should be reported to the Chair- 
man with sufficient copies of any documents for distribution to all 
members of the Executive Committee. 


JAMEs M. Best 





3 Larrick, ‘‘Comments on the Food and 
Drug Administration’s Sanitation Pro- 
gram,’’ 3 Food Drug Cosmetic Law Quar- 
terly (1948) 510 
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By the Chairman of the Committee on Food Law: 


to the Division that my Committee has been formed and con- 
sists of the following members: 


\ S CHAIRMAN of the Committee on Food Law, I wish to report 


Robert W. Austin E. B. Kixmiller 
Everett W. Barto Michael F. Markel 
Roger H. Burgess Bradshaw Mintener 
Frank T. Dierson William A. Quinlan 
P. M. Duff George W. Rose 

A. M. Gilbert Erwin P. Snyder 
Robert S. Gordon Charles P. Taft 
Edwin L. Harding Edward K. Thode 
George S. Herr Henry Weigl 

Jack Johannes Edward B. Williams 


The Committee has before it the following matters for consid- 
eration: 


1. The recommendation that the Division condemn anti-oleomar- 


garine legislation. 


2. The suggestion that the Food and Drug Act be amended to 
require the iodization of table salt. 


3. The suggestion that the Food and Drug Act be amended to 
provide an advance government control of new chemicals for spraying 
growing fruits and vegetables (etc.), which is analogous to its “new 
drug” control and effective to prevent a residual contamination of such 
foods that renders them unfit or unsafe for consumption. 


4. The suggestion that the Food and Drug Act be amended to 
authorize a voluntary government inspection of any food production. 
on request and subject to prescribed conditions, which is now available 
only for seafood production. 


I would be very pleased to receive the comments on the above pro- 
posals of all members of the Division who are interested in these sub- 
jects. Each of these subject will be assigned to a Task Committee, and 
report will be made to the Division before the next meeting of the 
Association. 
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The Committee recommends to the Division that a resolution be 
adopted by the latter condemning any amendments to the Food and 
Drug Act which would write particular food standards into the Act 
itself. The Committee feels that such a procedure is basically unsound, 
because food standards should be established pursuant to the provi- 
sions of Section 401 of the Act and not otherwise. 

Respectfully submitted, 
SAMUEL A. McCain, Chairman 
St. Louis, Missouri 
September 7, 1949 [The End] 





By the Chairman of the Committee on Drug Law: 


only of a statement of membership and study assignments. The 
following gentlemen have been invited to become members of 


[cnt REPORT OF THIS COMMITTEE at this time consists 


the Committee: 


Mr. William F. Dowling, Jr. 


Burroughs Wellcome & Co. 
(tL S. A.) Eee. 
Tuckahoe 7, New York 
Mr. Carson Gray Frailey 
509 Albee Building 
Washington 5, D. C. 

Mr. Leslie D. Harrop 
The Upjohn Co. 
Kalamazoo, Michigan 
Mr. J. W. Holloway, Jr. 
American Medical Assn. 
535 N. Dearborn Street 
Chicago 10, Illinois 


Mr. Kenneth Perry 
Johnson & Johnson 

New Brunswick, N. J. 
Mr. John J. Powers, Jr. 
Chas. Pfizer & Co., Inc. 
11 Bartlett Street 
Brooklyn 6, N. Y. 

Mr. Walton M. Wheeler, Jr. 
Eli Lilly & Co. 
Indianapolis 6, Ind. 

Mr. Edward B. Williams 
437 Washington Building 
Washington 5, D. C. 


As possible amendments to the Federal Food, Drug, and Cosmetic 
Act, the Committee has before it for study: 


(1) The suggestion that this Act be amended to authorize the 
administrative requirement of a pretesting certification for any new 
drug, on the basis of evidence adduced at an appropriate public hearing 
open to the introduction of opposing evidence and where such require- 
ment is subject to due court review; 
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(2) The suggestion that this Act be amended to eliminate warn- 
ings from the retail labeling of prescription drugs, except where they 
are directed by the prescriber; to define the scope and conditions of a 
“prescription legend” labeling of drugs; and to provide that the list of 
drugs subject to this labeling shall be established on the basis of an 
appropriate public hearing and a due court review. 


Respectfully submitted, 
JAMEs FP. HoceE, Chairman 
St. Louis, Missouri 
September 7, 1949 [The End] 





By the Chairman of the Committee on Food Standards: 


6, 1948, a Committee on Food Standards was appointed con- 
sisting of: 


Fs. 1988, oc the organization meeting in Seattle on September 


James M. Best, General Counsel Continental Baking Company 
The Quaker Oats Company George S. Herr, Attorney 
Franklin M. Depew, Attorney General Foods Corporation 
Standard Brands Incorporated Michael F. Markel, Attorney 
Paul M. Duff, General Counsel Washington, D. C. 

H. J. Heinz Company Samual A. McCain, Attorney 
George Faunce, Jr., General Counsel Corn Products Refining Company 


and the undersigned, as chairman. 


Your Committee held its first meeting in New York City in Janu- 
ary, 1949, and concluded that it might best begin its work with a con- 
crete task—the drafting and presentation to the Food and Drug 
Administration of a proposed regulation to permit the interstate ship- 
ment, during an adequate testing period, of standardized foods contain- 
ing a newly developed wholesome ingredient which was not recognized 
in the promulgated standard of identity. 


From time to time, it had been urged that the promulgation of 
standards of identity for food products unavoidably resulted in an 
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impediment to the development of new types or the improvement of 
existing types of the particular foods which had been standardized. In 
large measure, the difficulty was said to arise from the inability to 
manufacture, and test the marketability of, standardized foods con- 
taining newly developed ingredients which were thought to be thor- 
oughly acceptable to the consumer. 


Resolutions urging this change, either by statutory amendment or 
by an appropriate regulation, had been passed by trade associations in 
the food industry, and Mr. Crawford had publicly stated that the Food 
and Drug Administration would welcome drafts of a regulation to 
accomplish this purpose. 


Your Committee worked intensively to develop an appropriate form 
of regulation, and on May 4, 1949, this draft was submitted to the 
Food and Drug Administration. A copy of the letter of submission 
and of the proposed regulation is submitted with this report. 


It is gratifying to report that both the administrative officials and 
the General Counsel's office in the agency were thoroughly receptive 
to the proposal. Some question arose, however, as to whether, in keep- 
ing with existing Administration practice, it would be more appropriate 
to achieve the desired end by a formal regulation pursuant to Sec- 
tion 701(a) of the Act or by a Statement of Policy under Section 3 
of the Administrative Procedure Act. Resolution of this question has 
occasioned some delay. 


Your Committee has been informally advised that both the Food 
and Drug Administration and General Counsel's office have recom- 
mended to the Administrator the issuance of a Statement of Policy 
embodying substantially the proposal of the Committee. The Com- 
mittee is hopeful that this Statement of Policy will be adopted by the 
Administrator and will issue in the near future. 


Respectfully submitted, 


H. THomas AusTERN, Chairman 


St. Louis, Missouri 
September 7, 1949 
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Letter of Submission 
May 4, 1949 


Mr. Charles W. Crawford 
Associate Commissioner 

Food and Drug Administration 
Federal Security Agency 
Washington, D. C. 


Dear Mr. Crawford: 

From time to time it has been stated that the promulgation of standards of iden- 
tity for food products unavoidably constitutes an impediment to the development 
of new types or the improvement of existing types of the particular foods which 
have been standardized. Typically, the difficulty is said to arise from the inability 
to include in a standardized food any newly developed ingredients which would be 
thoroughly acceptable to the consumer. 

Among others, you have adverted to this feeling in the course of your own 
discussion of the food standardization program. In a paper which you delivered 
last year, you observed: 

“There may likewise be some validity to the complaint that no provision is 
made for the interstate shipment of experimental lots varying from applicable stand- 
ards for the purpose of determining whether the variation being studied is meritorious. 
We have for a long time had under consideration the issuance of an administrative 
regulation designed to permit such interstate shipments where there is actual need 
for them in testing the product and where no risk to public welfare or of break-down 
of existing standards will be incurred. We will welcome drafts of proposed regula- 
tions to accomplish this purpose from any one who cares to submit them, supported 
by detailed statements of the factual situations showing the need for such provi- 
sions.” (Food Drug Cosmetic Law Quarterly, June 1948, p. 248.) 

The drafting of a regulation to accomplish these ends has for some time been 
under study by a subcommittee of the Committee on the Food Drug and Cosmetic 
Law of the Administrative Law Section of the American Bar Association. The 
members of this subcommittee are: James M. Best, Franklin M. Depew, P. M. Duff, 
George Faunce, Jr., George S. Herr, Michael F. Markel, Samuel F. McCain, and 
the undersigned as chairman. 

On behalf of that subcommittee I am respectfully submitting the enclosed pro- 
posal for consideration by you and your colleagues. It is our hope that you will 
find it possible to recommend the issuance of this regulation to the Administrator. 

The members of our subcommittee will be delighted to furnish any additional 
information or memoranda or do anything else that may prove helpful in 
this connection. 

Very truly yours, 
H. THomas AusTERN 


Proposed Regulation 


Sec. X.01 Scope of the regulation. In the development of the art of food 
processing and manufacture, it occasionally happens that a processor or manufac- 
turer desires to test the usefulness and consumer acceptance of a new optional 
ingredient which is not recognized for inclusion in the standard of identity already 
promulgated for the particular food product. In order to develop information for 
later presentation at a public hearing on a proposal to amend the standard of identity, 


Page 624 Food Drug Cosmetic Law Quarterly—December, 1949 





it is desirable to test the usefulness and consumer acceptance of the new ingredient 
in extra-state markets. It is the purpose of this regulation to establish the conditions 
under which interstate shipment for such purposes may be lawfully made and the 
methods and rules for obtaining the requisite permit. 

Sec. X.02 Application. Any interested person desiring to obtain a permit author- 
izing the interstate shipment of any food, for which a standard of identity has been 
promulgated, containing one or more optional ingredients not authorized for inclusion 
in such standard, may file an application with the Administrator. This application 
shall state the type and composition of the proposed optional ingredient and the 
basis upon which it is believed to be wholesome and non-deleterious. The applica- 
tion shall further set forth the purpose it is intended to serve in the food product, 
the amounts in which and methods by which it will be added to such food product, 
the additional labeling proposed, and all other relevant information. Each applica- 
tion shall in addition state what the applicant believes to be a reasonable marketing 
period during which interstate shipment shall be permitted, together with all available 
information supporting the request for particular effective period. 

All applications shall be deemed confidential, and pending disclosure by the 
applicant at a public hearing shall not be revealed to any person other than those 
necessarily concerned in the consideration of the application, or in the course of any 
judicial proceeding involving an alleged violation of the Act or any regulation pro- 
mulgated thereunder. 

Sec. X.03 Additional information. The Administrator may request that the 
applicant furnish, if he desires to do so, such additional information as is deemed 
necessary for consideration of the application. 

Sec. X.04 Permit. Upon determining that the proposed optional ingredient is 
wholesome and nondeleterious, the Administrator may, in his discretion, issue a 
permit authorizing the shipment by the permittee, or those acting for him, in inter- 
state commerce of the particular food containing the additional ingredient, within 
the limits specified in the application, and subject to such labelng as may be prescribed. 
No official announcement shall be made of the issuance of a permit, nor other publicity 
given to the permitted use of the ingredient. If additional periods are required for 
determining the usefulness and consumer acceptance of the new ingredient, the effective 
period of the permit shall be extended upon application. If, before the expiration of 
the permit, the permittee shall file an application for a public hearing to amend the 
relevant standard of identity pursuant to Section 701 (e) of the Act, the effective 
period of the permit shall be extended up to and including the date of an order of 
the Administrator disposing of such application. 

Sec. X.05 Inclusion within guaranty. During the period within which any 
permit is effective, it shall be deemed to be included within the terms of any guaranty 
or undertaking otherwise effective pursuant to the provisions of Section 303(c) 
of the Act. 

Regulation Promulgated 


Editorial Note: In the Federal Register for October 12, 1949, 14 
F. R. 6171, the following Statement of Policy was published: 


TITLE 21—FOOD AND DRUGS 
CHAPTER I—~FOOD AND DRUG ADMINISTRATION, 
FEDERAL SECURITY AGENCY 
PART 3—STATEMENTS OF GENERAL POLICY 
OR INTERPRETATION 
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Experimental Shipments of Food That Does Not Comply With Standards 


Pursuant to section 3 of the Administrative Procedure Act (60 Stat. 237, 238; 
5 U. S.C. 1002), the following statement of policy is issued: 

§ 3.12 Temporary permits to include new ingredients in standardized foods. The 
Federal Security Agency recognizes that appropriate investigations of potential 
advances in food technology sometimes require tests in interstate markets of the 
usefulness and consumer acceptance of new ingredients in foods for which definitions 
and standards of identity have been prescribed under section 401 of the Federal Food, 
Drug, and Cosmetic Act. 

It is the purpose of this Agency to permit such tests where they are necessary 
to the completion or conclusiveness of the investigation and where the interests of 
consumers are adequately safeguarded. This Agency will therefore refrain from 
recommending regulatory proceedings under the act on the charge that a food con- 
tains an ingredient not permitted by an applicable standard, if the person who intro- 
duces or causes the introduction of the food into interstate commerce holds a permit 
from the Federal Security Administrator for the use of the new ingredient in such food 
and the permit is in effect at the time of such introduction. 

Any person desiring a permit may file with the Administrator a written applica- 
tion in triplicate containing as part thereof the following: 

1. Name and address of the applicant. 

2. A statement of whether or not the applicant is regularly engaged in pro- 
ducing the food involved. 

3. A reference to the applicable definition and standard of identity. 

4. A full description of the new ingredient proposed for use in the food. 

5. The basis upon which the ingredient is believed to be wholesome and 
nondeleterious. 

6. The amounts of the ingredient to be used in the food. 

7. The purpose for which the ingredient is to be used. 

8. The labeling to be used for the food containing such ingredient. 

9. The period during which the applicant desires to introduce such food into 
interstate commerce, with all available information supporting the need for such period. 

10. The probable amount of such food that will be distributed. 

11. The areas of distribution. 

12. The address at which the food will be manufactured. 

13. Permission by the applicant for officers or employees of the Administrator 
to make inspections as provided by section 704 of the act. 

14. A statement of whether or not such food has been or is to be distributed 
in the State in which it is manufactured. 

15. If it has not been and is not to be so distributed, a statement showing why 

16. If it has been or is to be so distributed, a statement of why it is deemed 
necessary to distribute such food in other States. 

The Administrator may require the applicant to furnish such additional informa- 
tion as he deems necessary for his action on the application. 

If the Administrator concludes that the ingredient to be added is harmless, may 
serve a useful purpose, and will not result in failure of the food to conform to any 
provision of the act except section 403 (g), he may issue a permit to the applicant 
covering the interstate shipment of such food containing such ingredient. The terms 
and conditions of the permit shall be those set forth in the application with such 
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modifications, restrictions, or qualifications as the Administrator may deem necessary 
and state in the permit. 

The terms and conditions of the permit may be modified by the Administrator 
in his discretion or upon application of the permittee during the effective period 
of the permit. 

The Administrator may revoke a permit if he finds (1) that the permittee has 
introduced a food into interstate commerce contrary to the terms and conditions of 
the permit, or (2) that the application for a permit contains an untrue statement 
of a material fact, or (3) that the need therefor no longer exists. 

During the period within which any permit is effective, the Agency will deem 
it to be included within the terms of any guaranty or undertaking otherwise effective 
pursuant to the provisions of section 303 (c) of the act. 

Information contained in applications will be held confidential unless and until 
publicly revealed by the applicant. The fact that a permit has issued or is in effect 
will also be held confidential. 

(Sec. 3, 60 Stat. 238; 5 U. S. C. 1002; Sec. 701, 52 Stat. 1055; 21 U. S. C. 371.) 

Dated: October 5, 1949. 

Joun L. Tuurston, Acting Administrator 

[F. R. Doc. 49-8150; Filed, Oct. 11, 1949; 8:46 a. m.] 

[The End] 


By the Chairman of the Committee on 
Medicinal Chemicals and Economic Poison Chemicals: 
HE COMMITTEE on Medicinal Chemicals and Economic 


Poison Chemicals has completed its organization by the appoint- 


ment of the following members, in addition to the Chairman: 


Charles E. Caspari, Jr., Attorney William A. Groening, Jr. 

Monsanto Chemical Company Legal Department 

St. Louis, Missouri Dow Chemical Company 

John D. Conner, General Counsel Midland, Michigan 

National Association of Insecticide Richard F. Hansen, Counsel 
and Disinfectant Manufacturers General Chemical Division 

Suite 1001 Barr Building Allied Chemical & Dye Corporation 

Washington 6, D. C. 40 Rector Street 

James G. Flanagan New York 6, N. Y. 

Vice President and General Counsel John J. Powers, Jr., Secretary 

S. B. Penick & Co. Chas. Pfizer & Co., Inc. 

50 Church Street 11 Bartlett Street 

New York, N. Y. Brooklyn, N. Y. 


Medicinal Chemicals 
The Chairman of the Committee,’ in a paper presented at the 
third annual meeting of the Section on Food, Drug and Cosmetic Law 
of the New York State Bar Association, discussed the application of 


1In his individual capacity as a member 
ff the Bar. The Committee was not then 
n existence 
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the use direction provision of the Federal Food, Drug, and Cosmetic 
Act to chemicals intended for further manufacturing, processing, or 
repacking, and suggested that the Federal Security Administrator 
clarify the situation relating to such chemicals either by issuing an 
official interpretation or, preferably, by a more explicit exemption in 
the regulations.? It was pointed out in the paper that while the exemp- 
tion from the use direction requirement for drugs to be “used in the 
manufacture of another drug or device’’ and labeled ‘““For Manufac- 
turing Use Only” might properly be considered to exempt drugs to 
be used for processing and repacking, it seemed pertinent to suggest 
a more explicit exemption in the regulation because of the tendency 
in more recently promulgated regulations to differentiate between 
these operations. 

Since that time, this subject has been informally discussed with 
officials of the Federal Food and Drug Administration, and it is clear 
that the Administration is sympathetic to the proposal advanced. The 
Administration is believed to be in agreement that protection of the 
public health does not require the inclusion of adequate directions for 
use upon the labeling of the typical shipment of bulk chemicals intended 
for processing or repacking. However, the Administration must prop- 
erly give consideration to the question whether a formalization of the 
exemption as proposed will create new problems for the Administration 
in its enforcement of the Act, and, for this reason, the issuance of new 
interpretations or regulations must await a thorough review by the 
Administration in the light of its fundamental obligation to protect 
the consumer. 

The question of the need for use directions on the labeling of bulk 
chemicals has been raised, in somewhat different form, by the Van Zandt 
bill (H. R. 562), which, as originally proposed, would require that 
foods, drugs, and cosmetics to be exported must comply with all domestic 
requirements of the Act, unless forbidden by the law of the country 
of destination. Industry representatives have asked (inter alia) that 
an exemption from compliance with Section 502 (f) (1) be provided 
for in any such amendment. If such exemption from use direction label- 
ing could not be permitted for ultimate consumer forms of drugs, at 
least, it was argued, it should be permitted for bulk packages of medicinal 
chemicals intended for manufacturing, processing, or repacking. At 





23 Food Drug Cosmetic Law Quarterly 
(1948) 49, 53. 
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this writing (August 15), it appears that this position will be accepted, 
and that, if the amendment is adopted, such an exemption for bulk 
chemicals will be provided for, either specifically or by a provision for 
regulations to carry out this intent. 


The problem presented by the regulations under Section 502 
(£) (1) is not acute, but orderly administrative procedure, if nothing 
else, would seem to make a formal interpretation or revision of the 
regulations desirable. The chairman of the Committee on Medicinal 
Chemicals and Economic Poison Chemicals has offered its cooperation 
to the Food and Drug Administration, and it is believed that in due 
course a satisfactory solution will be reached. 


Economic Poison Chemicals 


At the first meeting of the Division (then the Committee) on 
Food, Drug and Cosmetic Law, held in Seattle on September 6, 1948, 
there was referred to the Committee on Food Law: 

The suggestion that this Act (the Federal Food, Drug and Cosmetic Act) be 
amended to provide an advance government control of new chemicals for spraying 
growing fruits and vegetables, etc., which is analogous to its “new drug’ control 
and effective to prevent a residual contamination of such foods that renders them 
unfit or unsafe for consumption.’ 

This suggestion reflects a growing interest in this subject, evidence 
of which is found, for example, in the activities described by Dr. James 
R. Wilson, Secretary of the Council on Foods and Nutrition, American 
Medical Association, in his paper, “The Problem of Toxic Spray 
Residue on Fruits and Vegetables.""* Further evidence is the pending 
Keefe resolution,’ which, however, goes beyond the problem of residual 
contamination by pesticides, and proposes a broad Congressional inves- 
tigation not only into this problem, but also into the use of “chemicals, 
compounds, and synthetics in the production, processing, preparation, 
and packaging of food products.” ® 





5’ House Resolution 207 (Eighty-First 
Congress, First Session) introduced by 
Representative Keefe of Wisconsin on May 





’ Minutes of the First Meeting of the 
Committee on Food, Drug and Cosmetic 
Law in the Section of Administrative Law 


of the American Bar Association, 4 Food 
Drug Cosmetic Law Quarterly (1949) 240, 
243. 

* Presented at the Fourth Annual Meet- 
ing of the Section on Food, Drug and 
Cosmetic Law of the New York State Bar 
Association. 4 Food Drug Cosmetic Law 
Quarterly (1949) 85 et seq. 
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9, 1949, and referred to the Committee on 
Rules. An almost identical resolution 
(House Resolution 323) was introduced by 
Representative Sabath of Illinols on Au- 
gust 10, 1949, and was referred to the Com- 
mittee on Rules. 

®* The investigation proposed would also 
include the use of ‘‘chemicals. compounds, 
and synthetics in the manufacture of ferti- 
lizer."’ 
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Finally, there have been indications that the Food and Drug Admin- 
istration, which now has statutory authority to control spray residues,’ 
believes that additional legislation is desirable. At the fourth annual 
meeting of the Section on Food, Drug and Cosmetic Law of the New 
York State Bar Association, Associate Commissioner Crawford, com- 
menting on the suggestion that the Federal Food, Drug, and Cosmetic 
Act should be amended to provide for an advance control of new 
chemicals used to spray growing food, said, in part: 

In such circumstances, I can only say that some legal requirement for pre-testing 
ought to be in existence if the food industries are not to run afoul of some very 
serious trouble in the future. I think that legislation would stabilize the situation 
from the standpoint of both those who manufacture chemicals used as pesticides and 
the food industry itself.* 

Commissioner Dunbar has also called attention recently to the 
‘moral obligation’’ of insecticide manufacturers to “bend every effort 
toward the synthesis, and economical manufacture, of pesticides which 
show promise of combining low human toxicity with high insecticidal 
value,” and to conduct research “on methods of chemical analysis of 
new pesticides that will afford an accurate index of residues not only 
on, but in our foods, in all those cases where presence of that particular 
pesticide is necessary.” ® 


Dr. Dunbar’'s paper concerning amendment of the Federal Food, 
Drug, and Cosmetic Act as to chemicals used in manufactured foods 
or as pesticides on growing foods [4 Food Drug Cosmetic Law 
Quarterly (1949) 296], scheduled for presentation at this second annual 
meeting of the Division on Food, Drug and Cosmetic Law, is awaited 
with great interest. In view of the earlier remarks of Dr. Dunbar and 
Mr. Crawford, it is to be expected that the view presented in this 
paper will be favorable to the suggestion that a regulation similar to 
the “new drug” provision to cover pesticides used on foods be written 
into the Federal Food, Drug, and Cosmetic Act. 


This suggestion is naturally of great interest to the Committee on 
Medicinal Chemicals and Economic Poison Chemicals, and the coopera- 
tion of the Committee has been offered to the Committee on Food Law, 


7 Federal Food, Drug, and Cosmetic Act, ***The Food and Drug Administration 
Section 406 (a); 21 U. S. C. 346 (a). Looks at Insecticides,’’ a paper presented 
84 Food Drug Cosmetic Law Quarterly at the meeting of the National Agricultural 
(1949) 92, 93. Chemicals Association in Rye, New York 
on May 5, 1949 4 Food Drug Cosmetic 

Law Quarterly (1949) 233, 239 
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to which it was referred. A joint reference to the two committees 
should be considered, in view of their common interest in the subject. 


The suggestion should also be of interest to all members of the 
Division, since it raises further problems of dual jurisdiction among 
Federal administrative agencies. Economic poisons (including pesti- 
cides of the type under discussion) are presently subject to regulation 
by the Secretary of Agriculture under the Federal Insecticide, Fungi- 
cide, and Rodenticide Act,*° and no economic poison may be distrib- 
uted in interstate commerce if it has not been registered pursuant to 
the Act.*! Registration may be refused if its labeling and other mate- 
rial required to be submitted do not comply with the provisions of 
the Act.*2 These provisions include the requirement that the labeling 


contain “directions for use which are necessary and if complied with 
adequate for the protection of the public; ** that the label contain “‘a 
warning or caution statement which may be necessary and if complied 
with adequate to prevent injury to living man and other vertebrate 
animals, vegetation, and useful invertebrate animals; '* and that, in 


the case of an insecticide, fungicide, or herbicide, it must be non-injurious 
“to living man or other vertebrate animals, or vegetation, except weeds, 
to which it is applied, or to the person applying such economic poison,” 
when used as directed or in accordance with commonly recognized 
practice.** The Secretary is authorized to require a full description of 
“the tests made and the results thereof’ upon which all claims made for 
an economic poison are based.'® Thus it can fairly be said that there 
is already in existence a system of advance government control, which 
is at least somewhat analogous to the ‘new drug” control of the Federal 
Food, Drug, and Cosmetic Act."” 


It is interesting to note, in this connection, that the Section on 
Food, Drug and Cosmetic Law of the New York State Bar Association, 
whose membership coincides to a large extent with that of this Divi- 





” Public Law 104, Eightieth Congress; 
7U. S. C. 135, et seq. 

1 Section 3 (a) (1); 7 U. S. C. 135a (a) (1). 

1 Section 4c; 7 U.S. C. 135b, c 

1% Section 2u (2) (c); 7 U. S. C. 
(2) (ce). 

% Section 2u (2) 
(2) (d). 

™ Section 2u (2) 
(2) (g). 

1% Section 4a (4); 7 U. S. C. 135b, a (4). 

7 It must be recognized that this control 


135u 
(a): 7 U. 8. C 1mae 


(g); 7 U. S. C. 135u 
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is weakened by the provision for registra- 
tion under protest if the registrant insists, 
in cases where the Secretary is of the opin- 
ion that the economic poison does not com- 
ply with the Act. Section 4c: 7 U. S. C. 
135b. c. But an article so registered may, 
of course, be proceeded against under the 
adulteration and misbranding sections of 
the Act Section 9a (1) (a); 7 U. S. C. 
135g, a (1) (a). Criminal penalties may 
also be applicable in certain cases. Sec- 
tion 8; 7 U. S. C. 135f. 
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sion, has gone on record as opposed to the dual jurisdiction over adver- 
tising now exercised by the Food and Drug Administration and the 
Federal Trade Commission."* 


The Committee on Medicinal Chemicals and Economic Poison 
Chemicals has not attempted, as yet, to formulate a position, and the 
foregoing discussion is intended merely to call attention to the 


problems involved. 
Recommendations 


Although the Committee on Medicinal Chemicals and Economic 
Poison Chemicals has been in existence for only a few months, develop- 
ments during that period have demonstrated that the chemical prob- 
lems arising under the Federal Food, Drug, and Cosmetic Act are 
not confined to the fields of medicine and economic poisons. This is 
aptly illustrated by the Keefe resolution, previously referred to, and 
by the title of Dr. Dunbar’s address scheduled for delivery at 
this meeting. 


Consequently, the Committee recommends that its jurisdiction be 
broadened to include all chemical problems arising under the Act. It 
might be designated as the “Committee on Food, Drug and Cosmetic 
Chemicals,” or simply, the “Committee on Chemicals.” 


Respectfully submitted, 


Cari M. AnpErRSON, Chairman 


St. Louis, Missouri 
September 7, 1949 [The End] 





%1 Food Drug Cosmetic Law Quarterly 
(1946) 3, 6. ’ 
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